DRAFT
TRILATERAL COOPERATION AGREEMENT
ON PROVIDING SERVICES FOR CONDUCTING A CLINICAL STUDY
This agreement (hereinafter referred to as the “Agreement”) is concluded in ________, on ________ by and between:

…………………………….., entered into the register ……………………………………………………….. by ……………… under the National Court Register (KRS) number ………., with the National Tax Identification (NIP) number: …………., with National Statistical (Regon) number ……….. represented by  - ……………………….
hereinafter referred to as the “Research Centre”
and
…………………………………… with its registered office in ……………………………, entered into the register of entrepreneurs of the National Court Register maintained by the District Court …………………………………………………………………… under the National Court Register (KRS) number ………………………………, European VAT number: with share capital of …………………………, with the National Tax Identification (NIP) number …………………………………………………, represented by …………...............................

hereinafter referred to as the “Sponsor”

and
………………………………………….. residing in ……………………………., holding identity of the series and number ……………………………………………., with the personal identification (PESEL) number ……………………………, National Tax Identification (NIP) number …………………………………., hereinafter referred to as the “Investigator”
in the following wording:

§ 1. Definitions
It is assumed that for the purpose of this Agreement the following words and phrases shall have the following meaning:

Sponsor – a natural person, legal person or organizational unit without legal personality responsible for undertaking, conducting and financing of a clinical study, with its registered office in the territory of one of the European Union member states or the European Free Trade Agreement (EFTA) member states – parties to the agreement on the European Economic Area; if the sponsor does not have its registered office in the territory of one of the European Economic Area member states, it may only act through its legal representative having its registered office in this territory.
Investigator – a medical doctor with the licence to practise medicine in the Republic of Poland and appropriately high professional qualifications, scientific knowledge and experience in working with patients, necessary for the clinical study conducted; the person responsible for conducting studies in a given centre; if the clinical study is conducted by a group of people, the Investigator appointed by the Sponsor, upon the consent of the head of the healthcare centre where the clinical study is being conducted, is the head of the team responsible for conducting this study in a given centre.

Case Report Form (or CRF) – a document in paper or electronic form for recording of the information on the study participant required by the clinical trial report, in order that it is reported to the Sponsor.

Intellectual Property Rights - Patents, trademarks and tradenames, design rights, copyright (including, but not limited to rights to computer software), rights to databases (regardless of whether given rights are registered), as well as relevant requests for registration and rights to apply for registration), rights regarding expert information and knowledge (know-how) and any other rights and forms of protection, being of similar nature or having identical or similar effects as the ones mentioned above, which are valid worldwide.

Protocol – Details regarding the Study included in the Study Protocol attached as Appendix 1 hereto with possible amendments (as agreed upon by the parties). Study Protocol shall be incorporated hereinto and shall constitute a part hereof.

Research Team (co-investigators) – an interdisciplinary team performing activities as part of the clinical study which are specified by the investigator, appointed and supervised by the investigator. 

§ 2 Purpose of the Agreement and General Provisions
1. The purpose of this Agreement is to conduct by the Research Centre, Investigator and Research Team towards the Sponsor the clinical study …………………………………………………………. with the protocol number……………………………. Place of conducting the study:
2. The Investigator undertakes to conduct the Study in accordance with the detailed requirements of the Good Clinical Practice set forth on the ordinance of the Minister of Health dated 2 May 2012 (Journal of Laws of 2012, item 489) and the assumptions of the clinical study protocol. 

3. The Research Centre and Investigator undertake to hand over to the Sponsor all results of the Study, in writing, subject to the Sponsor’s abiding by, in an appropriate scope, the Act on personal data protection of 29 August 1997 (Journal of Laws of 2002 No. 101 item 926, as amended). The Parties agree in concert that the Study data and the Study results, from the moment of their reception, shall be the exclusive property of the Sponsor.
4. The Study is to be completed by ………………………………… .
5. Planned number of patients ………. .
6. Entrusting the performance of a part of the work to the co-investigators does not exempt the Investigator from the responsibility towards the Sponsor for the correct and timely completion of the subject matter of the Agreement as a whole.

7. The Investigator declares that he or she holds suitable qualifications and licences to act as an investigator, and as the proof of which, at the request of the Sponsor, he or she shall present suitable documents (as per the requirements of the binding law).

8. The Investigator undertakes to issue, at each request of the Sponsor, any materials and elaborations gathered and prepared with the aim to fulfil the subject matter of the Agreement.

9. The Parties recognise that national, foreign or international authorities performing supervision or control over and inspections of clinical studies as well as independent auditors appointed by the afore-said authorities, the Sponsor, will be able to carry out inspections, audits or checks of the procedures, devices and documentation applied in the Study, including also medical documentation regarding all participants of the Study, unless the patient withdraws their consent to participate in the Clinical Study, and, therefore, from the moment of the patient’s withdrawal of the consent, the right to access the medical documentation shall be suspended. 
§ 3 Investigated Product
1. The Sponsor ensures the provision of suitable quantities of the Investigated Product (investigated products) necessary to conduct the Study to the Investigator. This includes also product ……………………. which is subject to the Study (“Investigated Product”) and, if not herein stated otherwise, placebo or comparative product, if the Protocol so requires (jointly herein referred to as the “Investigated Product”). The product in the following form:

2. Pursuant to Article 86 Paragraph 4 Item 1 of the Pharmaceutical Law of 6 September 2001
(Journal of Laws of 2008 No. 45, item 271 – consolidated text, as amended), the Centre’s Pharmacy is obliged to maintain the records of the Investigated Product handed over for the purposes of the Study. Taking the above into consideration, the Sponsor undertakes to hand over the Investigated Product to the Pharmacy of the Research Centre, where it will be subject to record, storage and preparation, in accordance with the law and the Study Protocol. The Research Centre will not use the Investigated Product for other purposes than to conduct the Study. The Investigator shall be responsible for making records of each time the investigated products are issued. The supervision over the correctness of the storage and trading of the investigated medicine shall be performed by the pharmacist employed at the Pharmacy of the Research Centre.

3. The Investigator undertakes to perform direct suitable control over the stocks of the Investigated Product as well as not to make it available to persons other than the members of the Research Team.

4. The Investigator undertakes to apply the Investigated Product solely in a manner specified in the Protocol. Aby other application of the Investigated Product shall be a gross infringement of the subject matter hereof.
5. The Investigated Product shall be and shall remain the property of the Sponsor. With the exception of and within the limits of application of the products foreseen in the Protocol, the Sponsor shall not grant to the Investigator, directly or indirectly, any intellectual property rights to the Investigated Product or to any methods of its production or application. 
§ 4 Duties of the Sponsor

1. The Sponsor undertakes to submit to the Centre and the Investigator, as Appendix No. 1 hereto, a full protocol of the Clinical Study. Should the protocol be submitted in English, the Sponsor undertakes to translate the protocol summary and the flow-chart illustrating the scheme of particular appointments and procedures implemented, which are an integral part of Appendix No. 1.

2. The Sponsor undertakes to report to the Centre, in the periods covered with subsequent payment, however not less frequently than once a quarter, the following data: number of patients and the appointments they made as well as additional, optional examinations they did. 

3. The Sponsor undertakes to notify the Centre and the Investigator in writing about the CEBK number given immediately after the Sponsor’s obtaining the number of the Central Record of Clinical Studies (Centralna Ewidencja Badań Klinicznych), however, not later than 14 days prior to the planned date of the first patient’s recruitment.

4. The Sponsor undertakes to notify the Centre and the Investigator in writing about the surname and contact details for the monitor of the Clinical Study at the beginning of the study, as well as each time when the monitor of the clinical study is changed. 

5. The Sponsor undertakes to submit to the Investigator a full documentation necessary for conducting the study, including the Protocol, the Investigator’s Brochure and the Study Manual within a date rendering it possible to make oneself acquainted with the rules of conducting the Clinical Study.

6. The Sponsor declares that it shall not enter into a legal relationship with the Investigator and/or the Research Team under a separate agreement related to conducting the Clinical Study subject hereto, beyond this Agreement. The Sponsor shall not make any additional payments towards the Investigator and Research Team, beyond the payments set forth herein. 

7. If methods based on information systems are to be used in relations to the processing of the data collected in connection with the Clinical Study, the Sponsor shall provide gratuitous access to such information systems along with a written manual for using the information system for data storage, system for making back-up copies of the collected data as well as data encoding at the time of their entry and processing during clinical studies conducted with the use of the blind method. 

8. The Sponsor undertakes to organise a kick-off appointment on the premises of the Centre and to train the Investigator and Research Team in such a way so as it is possible to correctly conduct the Clinical Study on the premises of the Centre. 

9. If necessary, the Sponsor shall provide the Research Centre, for the time of conducting the study, with equipment (if applicable Appendix No. 5) and materials necessary for correct performance of the Clinical Study on the premises of the Centre.

§ 5 Duties of the Investigator
1. The Investigator undertakes to act in accordance with any instructions regarding the procedure within the Clinical Study, as given by the Sponsor, set forth in Clause 3, Point 4 and in accordance with the principles of the Good Clinical Practice (GCP). The Investigator accepts the protocol as well as the requirements and recommendations resulting from possible amendments.

2. The Investigator accepts the main responsibility for the performance of the Study.
3. The Investigator undertakes to directly conduct the Clinical Study, including to recruit the patients, performing the services specified in the study protocol and the Investigator’s manual, complete the CRF cards and to report the performance of the Study before the Sponsor.

4. The Investigator shall select the Research Team (co-investigators) to perform this Agreement. The risk resulting from the selection of co-investigators shall fall onto the Investigator. The composition of the Research Team and its duties shall be described in Appendix No. 2.

5. The Investigator – on behalf of the Sponsor – shall perform direct supervision over the correctness of the performance of the works entrusted to the person he or she has selected and shall – on behalf of the Sponsor make an assessment and acceptance of the works after they are completed.
6. The Investigator undertakes to notify the Centre in writing of the first recruited patient as well as, in the periods covered by the subsequent payment, about the number of patients and the appointments made as well as the additional, optional examinations performed, however not less frequently than once every three months. 
7. The Investigator may begin the recruitment of patients only after obtaining a positive opinion of the Bioethics Committee, registration of the Study in the Central Record of Clinical Studies, receiving the Investigated Product as well as after a preliminary visit of the Sponsor or the Sponsor’s representatives. The Investigator undertakes to inform the patient, in a precise and diligent manner, about the purpose, benefits and risk related to the Study. The patient may be included in the Study solely after all his or her questions have been answered and after he or she has provided a written informed consent fulfilling the terms and conditions specified in the Pharmaceutical Law. 

8. If a serious adverse event (SAE – Serious Adverse Event) occurs when applying the medicinal product, the Investigator undertakes to follow the instructions included in the protocol and to notify ………………….. and the Sponsor about the event immediately, within 24 hours. The Investigator and the Centre shall respond to any possible questions to their best knowledge, if the Sponsor has any questions regarding the adverse events.

9. The Investigator is obliged to record medical services performed in connection with the conducted Clinical Study in order to ensure the correct settlement of the services performed under the contracts concluded with the National Health Fund (NFZ).
10. In the course of conducting the Clinical Study, at a time necessary for the implementation of the tasks related to the Clinical Study, the Investigator and the Research Team members shall not work for the benefit of the Centre within the meaning of the provisions of the Labour Code and the Act on medical activity of 15 April 2011 (consolidated text, Journal of Laws No. 112, item 64).
11. The Investigator declares that conducting the study subject hereto shall in no means be in conflict with the work performed towards the Centre based on the employment relationship, as well as with other clinical studies conducted by him or her.
12. Any trips or trainings related to the Clinical Study shall be made by the Investigator as part of the unpaid training leave.

13. The Investigator may not make an assignment of rights or obligations resulting herefrom without prior written consent of the Sponsor and the Centre.

§ 6 Duties of the Centre
1. The Centre shall fulfil this Agreement with due diligence, following the ethical principles and relevant legislation.

2. The Centre undertakes to co-participate in the implementation of the Clinical Study conducted under the supervision of the Investigator, and in particular to:

· provide access to qualified medical team, 
· perform additional medical services foreseen in the protocol,

· provide pharmaceutical care over the study pursuant to the Pharmaceutical Law of 27 February 2008 (Announcement of Speaker of the Sejm of the Republic of Poland on the announcement of the consolidated text of the Pharmaceutical Law),
· provide supervision over the preparation of the medical documentation constituting the source documentation of the Clinical Study,
· provide suitable rooms for the purposes of the Study, including to enable access to the equipment and materials of suitable quality, which are necessary for conducting the Study in a correct manner,
· readiness to provide health services to the patient included in the Study,

· provide any possible assistance regarding organizational and administrative issues, as well as when solving any other problems related to conducting the Clinical Study.

3. The Centre undertakes to store the source documentation of the Clinical Study for the period indicated in the Ordinance of the Minister of Health of 11 March 2005, consolidated text, which is a period of 15 years, for which it charges a single fee in an amount of PLN 1,830.00 net per study. 

4. The Research Centre undertakes to store the Case Report Forms (CRF) and the required patients’ forms in a suitable manner for the period required by the applicable law or ordinance, and especially the ordinance of the Minister of Health of 11 March 2005 on the detailed requirements of the Good Clinical Practice (Journal of Laws No. 57, item 500). After that time, or at any time, at the request of the Sponsor, any Reports, to be acknowledged by the Sponsor, shall be immediately delivered to the Sponsor (or another centre or to another address indicated by the Sponsor) in the same form in which they are stored, taking into consideration the provisions of the Data Protection Act, for the period of time agreed upon by the above parties; or, on the demand and in accordance with the guidelines expressed in writing by the Sponsor, they shall be destroyed.

5. The Centre shall inform the Sponsor in writing about each claim resulting from an illness or injury actually or allegedly resulting from an adverse event related to the product investigated and shall enable the Sponsor to examine that claim.
§ 7 Confidentiality and Intellectual Property
1. The data collected in the course of the Study may include personal data and sensitive personal data subject to specific legislation with reference to their processing, storage, transfer and use of such data. The Investigator and the Centre undertake to abide by any applicable laws related to the protection and use of personal data and the privacy of data when carrying out and preparing the reports from the Study. 

2. Any information delivered to the Centre and the Investigator by the Sponsor shall be treated as confidential for a period of at least ten (10) years as of the completion of the Study with the exception of such a scope in which the Sponsor gives the Investigator or/and the Centre a written permission to reveal that information to the Bioethics Committee, the patient or statutory authorities. 

3. The Research Centre and the Investigator, as well as any of their co-workers participating in the Study, shall be bound with the prohibition to provide the information given by the Sponsor, or the information regarding the Sponsor’s activity, to persons who are not authorized employees of the Sponsor or co-workers of the Investigator when conducting the Study. Any case of revealing the information in question shall be possible exclusively in the cases foreseen by the applicable law, here or a separate memorandum of understanding concluded by the Parties in writing. The Research Centre and the Investigator moreover undertake not to use that information or not to allow for their use for the purposes other than those resulting from the obligations hereof.

4. The Parties hereto undertake to keep the content of this Agreement as well as the circumstances related to the implementation of the provisions hereof in secret, unless the duty to reveal the afore-said provisions results from the applicable legislation.

5. The outcome of the Study conducted under this Agreement shall be the exclusive property of the Sponsor.
6. The Sponsor shall not use the name of the Centre or the name and surname of the Investigator in the marketing publications related to the Investigated Product without a consent of the Centre and the Investigator, to be obtained each time in writing. 
§ 8 Insurance
1. The Sponsor undertakes to repair the damage that the patient participating in the Study may suffer as an effect of it having been conducted. The Sponsor shall cover all costs of treatment of complications of the medical procedures foreseen by the protocol and serious adverse events related to the medicinal product.

2. The Sponsor declares that it concluded an insurance contract within the scope of the conducted Study, pursuant to the applicable legislation. The copy of the confirmation of concluding the insurance contract on Policy No. ……………………………………………………… shall constitute Appendix No. 3 hereto.

3. The Sponsor shall ensure the continuity of the insurance covering the Study all throughout the period of this Agreement being valid, by means of renewing the insurance policy on the conditions not being worse than presently, and shall deliver it to the Research Centre prior to the expiry of the current policy.

§ 9 Planned Dates and Termination of the Agreement
1. Planned duration of the Study: from ………………. to …………………………..
2. The Sponsor has the right to interrupt the Study at any time. In such an event, this Agreement shall be terminated at the date of the Research Centre/Investigator’s (the later date is binding) receiving a written statement of the Sponsor on the interruption of the Study, and the settlements shall be based on the progress report of the Study prepared by the Parties on the date of its interruption, specifying the number of appointments made on that date by each patient participating in the Study.

3. The Research Centre has the right to terminate the Agreement in writing upon a 30 days’ notice, if the Sponsor fails to or incorrectly performs the Agreement. The right is granted to the Centre after ineffective expiry of 14 days as of making a call for due fulfilment of the obligation to the Sponsor.
4. The Centre has the right to terminate the Agreement in writing upon a 30 days’ notice (in the circumstances of allocation of the Health Centre, dismissal of the Chief Investigator, lack of his/her successor and other random events not foreseen herein). Moreover, this right applies also in the event that there occur unforeseen random circumstances causing lack of possibility to conduct the Study or documented unprofitability (e.g. closure of the health centre, dismissal of the Research Team).
§ 10 Remuneration and Payment Rules
1. For the performance of the subject matter of the Agreement, the Sponsor undertakes to pay to the Research Centre, the Investigator and other members of the Research Team for each examination of one patient, completed and accepted by the Sponsor, a total remuneration in an amount of ………………………….. (in words: PLN ……………….) out of which an amount of ………………….. shall be received by the Research Centre, and an amount of …………. shall be received by the Investigator and the Research Team. Depending on the number of appointments made, the remuneration may be respectively lower, and the detailed breakdown of the remuneration into single appointments for the Research Centre and the Research Team shall be specified in Appendix No. 4.

2. The above remuneration covers the costs of ambulatory services, costs of medical procedures which are conducted in connection to the performance of the Clinical Study), the costs of the work of the Investigator and Research Team, costs of pharmaceutical care, costs of administration and management of the Study at the Centre. 
3. The detailed budget and schedule of payments for the Centre and the Research Team is specified in Appendix No. 4 hereto.

4. The Sponsor undertakes to make partial payments every 3 months, based on written reports of the Investigator from the course of the performance of the subject matter of the Agreement, describing the current status of the Study. 
5. The Sponsor undertakes to conduct a suitable training for the persons conducting the Study, including to provide the transport to the place of training and accommodation, without its being necessary for the Investigator or the participants of the training and the Centre to cover any related costs. 
6. The Sponsor shall cover any required costs related to issuing an opinion about the project by the Independent Bioethics Committee and the registration of the Study at the Central Record of Clinical Studies (CEBK) within 30 days as of the date of receiving by the Sponsor a correctly completed invoice(s), issued after those expenses were made.
7. The Sponsor shall cover the costs of additional research procedures and laboratory tests which were specified in the Study Protocol and are not included in the remuneration for appointments, and they shall be solely for the purposes of conducting the Study.
8. The Sponsor undertakes to provide the Centre with any information allowing for the final settlement of the Clinical Study within 45 days as of the date of the closing appointment of the last patient included in the Clinical Study. 
9. Any justified costs approved by the Sponsor in advance resulting from the participation of the Investigator and all the members of the Research Team in the investigation meetings (e.g. making the Investigator familiar with the assumptions of the Study Protocol), aiming at the clarification of the procedures of the Study and ensuring that the Study is conducted pursuant to the law applicable for the Agreement, shall be covered by the Sponsor.
10. All the amounts given herein and in the appendices hereto to be received by the Centre are net amounts within the meaning of the value added (VAT) tax legislation. If, pursuant to the binding legislation, the remuneration for the Centre resulting from this Agreement is subject to or will be subject to the VAT, the remuneration shall be increased by the VAT amount calculated according to the rate binding for a given service.
§ 11 Final Provisions
1. The Parties agree in concert that this Agreement shall come into effect on the date of its being signed by the Parties hereto, whereas the mutual rights and obligations of the Parties resulting herefrom shall be suspended up to the date at which all the below conditions are fulfilled:

- the Investigator delivers to the Sponsor a valid resolution of the Bioethics Committee expressing a positive opinion about the design of the Study, and
- a written notification is received by the Centre and the Investigator about the Sponsor’s having received an entry of the Study to the Central Record of Clinical Studies.

2. If the Bioethics Committee issues a resolution expressing a negative opinion for the design of the Study or if the entry of the Study, prior to its initiation, into the Central Record of Clinical Studies is rejected, this Agreement shall be regarded as one never concluded on the date of both Parties’ receiving a notification with the wording of that resolution or decision, without the necessity to take any additional actions by the Parties  and without the right of any of the Parties to any compensation for that.

3. If the performance of any actions required under this Agreement is delayed, impeded or rendered impossible as a result of a decision of state authorities, impositions or court decisions, riots, uprising, war, random events, bad weather or other similar causes or reasons beyond the control of the party above and if that party makes any justified efforts in order to avoid or prevent that kind of events, then the performance of the above actions may be abandoned for the time of the delay (however under no circumstances can that period exceed one month). The other party must be immediately informed about the beginning or discontinuation of the occurrence of the force majeure.
4. Any amendments and additions to this Agreement shall be made in writing, otherwise being null and void.

5.  This Agreement stipulates entirely the memorandum of understanding and arrangements between the parties as to its subject matter, and it shall have priority against any documents, verbal arrangements or memoranda of understanding between the Sponsor, Research Centre and Investigator. The terms and conditions of this Agreement may be amended solely in writing and upon signatures of both Parties hereto, otherwise being null and void.

6. For matters not stipulated herein, the following provisions shall be applicable: the Medical Profession Act of 5 December 1996 (Journal of Laws of 1997 No. 28 Item 152 as amended), the Pharmaceutical Act (Journal of Laws No. 126 Item 1381) along with executive acts regulating the problems related to clinical studies, including, but not limited to, the provisions of the ordinance on setting forth the detailed requirements of the Good Clinical Practice of the Minister of Health of 2 May 2012 (Journal of Laws of 2012, Item 489), as well as the provisions of the Personal Data Protection Act of 29 August 1997 (Journal of Laws of  2002 No. 101 Item 926, as amended), the provisions of the Civil Code and other applicable legislation.

7. This Agreement shall be interpreted in accordance with commonly binding Polish law.
8. Any notifications and other information resulting herefrom shall be transferred in writing to the address as specified below and shall be deemed delivered if handed over in person or transferred by fax (confirmed receipt) or e-mail (confirmed receipt); or, if sent by registered mail or upon receipt (return of the receipt required), they shall be deemed delivered after three business days as of the sending date or one business day after the sending date, if sent by courier. The above-mentioned deliveries must be duly addressed to the address of the party specified below or to another address of which each party shall notify the other party.

For the Sponsor, to the following address:

………………………………………………………………………………………………

For the Investigator to the following address:

………………………………………………………………………………………………

For the Centre to the following address:

………………………………………………………
9. The Parties hereby agree that the competent court for any disputes resulting herefrom or in relation hereto shall be the common court competent territorially according to the seat of the Research Centre.  

10. This Agreement is drawn up in Polish …………….. in two identical copies, one for the Research Centre and the Investigator and in  …………… for the Sponsor.

	Investigator:

________
_________________


(Place)
(Date)
Investigator’s surname


Name of the Hospital

	Centre
    _________
_________________


(Place)
(Date)
Name of the Centre
Name and surname of the person representing the Centre- ……………….
Centre
    _________
_________________


(Place)
(Date)
Name of the Centre
Name and surname of the person representing the Centre- ………………..

	Sponsor
Place_________
(Date)_________________ 



APPENDIX No. 1

Clinical Study Protocol 

APPENDIX No. 2

The composition of the Research Team and its duties 

	Item
	Name and surname 
	Performed function in the Clinical Study e.g. Chief Investigator
	Scope of duties

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


APPENDIX NO. 3

Copy of the insurance policy for the Clinical Study 

APPENDIX NO. 4

Budget and Payment Schedule 

I. Research Centre
a) payments for appointments 

	
	Payment for appointment

	Activities performed by the Centre.
	SCR.
	 1
	2
	3
	4, 5,6, 7
	Follow-up
	Closing appointment

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	Total
	
	
	
	
	
	
	


b) Costs of archiving 

	Fee per study for the entire period of archiving, 
	 PLN 1,830.00, the cost does not depend on the number of patients


Fee for the study is added to the first invoice; fee for the entire study
II. Investigator and Research Team 

	
	Gross payment for an appointment 

	No.
	Screening 
	Appointment 1
	Appointment 2
	Appointment n
	Follow-up 
	Closing appointment
	Total

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


III. Payment Schedule
1. The payment for the Research Centre shall be made every three months based on the invoice issued by the Centre, based on the data submitted by the Sponsor and the Chief Investigator. The payment date shall be the date of crediting the bank account of the Centre indicated in the invoice issued. 

2. The remuneration for the Research Centre shall be paid within 21 days as of the date of receiving the invoice issued by the Research Centre including the settlement of the Study to the bank account of the Research Centre
3. The payment for the Chief Investigator and the Research Team Members shall be made directly by the Sponsor onto the account indicated by the Chief Investigator within ………………………………………….. The Chief Investigator shall be responsible for indicating the persons from the Research Team who should receive the remuneration for given stages of the Study and the detailed breakdown of the payments for the Research Team. The payments for the Research Team shall be made by the Sponsor directly to the bank accounts indicated by the members of the Research Team. 

4. The Sponsor shall at the same time make the payments for the Centre, Chief Investigator and the Research Team.

5. The amount of payment for the Centre and the Investigator shall be agreed upon according to the number of participants included into Study, number of appointments they attended and optional examinations. Fees resulting from the pharmaceutical and administrative services as well as documentation archiving shall be added to the first payment for the Centre. 

6. As regards patients who will not go through all the planned procedures, the fee for the patient shall be calculated proportionally, by deducting the amounts allocated to the procedures which were not implemented.
7. All the amounts specified herein and in the appendices hereto to be received by the Centre are net amounts within the meaning of the regulations on the value added tax ("VAT"). If, according to the applicable regulations, the remuneration for the Centre is subject to or will be subject to the VAT, the remuneration shall be increased by the VAT amount calculated according to the rate binding for a given service.
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