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	Warrants of the Sponsor 


	Topic of the Clinical Trial: 

	Name and number of Protocol:

	Name of Investigational Product/Device:

	Name of Principal Investigator:                                                 

	Name of Medical Institution:                                        Department:

	Name and Adress Of Sponsor:                  


	Name and Address of Sponsor’s Delegated Representative:

 


1. The Sponsor undertakes to act in accordance with local and international guidelines and/or laws for clinical trials, particularly with respect to the following matters:
· Responsibility for the safety and good order of the investigational product.
· Providing information regarding the clinical trial.
· Providing notice to the Ministry of Health of a multi-center trial in Israel.
· Providing safety reports.

· Monitoring of the trial.
· Accountability regarding the investigational product.

· Retention of documents

2. The Sponsor undertakes that should it publish the results of the clinical trial in scientific literature, it shall publish the results fully and avoid quoting matters out of context.

3. Insurance:
3.1. In the event the Sponsor of the clinical trial is a commercial corporation, Sponsor undertakes to insure its legal liability pursuant to the laws of the State of Israel against claims filed by participants in the clinical trial and/or third parties- in relation to the clinical trial, whether during the period of the clinical trial or after completion thereof. The insurance shall be extended to cover the legal liability of the medical institution and/or clinical trial staff and/or Principal Investigator (“Parties Conducting the Trial”) resulting from their involvement in the clinical trial, subject to the exclusion of negligent acts and/or intentional deviation from the trial's protocol.
3.2. In the event the Sponsor is the principal investigator of the trial who is not a Commercial Sponsor, then the execution hereof by the medical Institution’s Chief Executive Officer (“CEO”) (or a person authorized by the CEO) confirms the existence of appropriate insurance attained and maintained by the medical Institution which covers the liability of the Parties Conducting the Trial.
3.3. Sponsor shall be informed of any claim and/or potential claim immediately after such knowledge is acquired by the medical Institution and/or the Principal Investigator.
3.4. Principal Investigator, medical Institution and its employees shall provide Sponsor, upon Sponsor's written request, with reasonable support with respect to a claim filed against it as aforementioned.
4. The Sponsor undertakes to supply the medical institution, free of charge, with the investigational product, throughout the period of the clinical trial until completion thereof. Furthermore, Sponsor undertakes to incur and/or remunerate the Medical Institution for all other trial related additional costs deriving from the clinical trial, provided, however, that such costs do not result from the acceptable medical treatment of the illness. 
5. If, folowing termination of the clinical trial, it is ascertained and recommended by the principal investigator, that the welfare of a patient participating in the clinical trial necessitates continuation of his/her treatment with the investigational product, and there is no alternate treatment, then: the Sponsor undertakes to continue supplying the investigational product, free of charge, for the period of three years following termination of the clinical trial, except in the following events:
5.1. The investigational product has been cleared for marketing in Israel after its registration for the requested indication, and is available in the specific Sick Fund of the individual patient.
5.2. The development of the product was discontinued or the clinical trials were not succesful.
5.3. The administration of the investigational product for the prolonged period may injur the patient’s health, since there is insufficient information as to the administration of the investigational product for said prolonged period.
5.4. where the investigational product is not a medical product such as: cosmetic products/ food/ food supplement/ herbal remedy.
The decision to request the Spomsor to continue providing the investigational product shall be made by the institutional Helsinki Committee, that is entitled to re-examine its conclusion from time to time. The Principal Investigator and the Sponsor are entitled to appeal the decision to the Ministry of Health’s general-manager or an individual authorized by him. 
6. Continued administration of the investigational product after conclusion of the clinical trial is subject to the following terms and conditions:
6.1. Continued treatment will be provided within the frame of a proper monitoring protocol that shall be written by the Principal Investigator and approved by the Sponsor and the institutional Helsinki committee. 
6.2. The Principal Investigator shall be responsible for consecutive monitoring of the patient’s health and reporting to the Helsinki Committee of any adverse events that took place during the ongoing treatment as is accustomed in clinical trials. The Principal Investigator shall report to the Helsinki Committee at least once annually as to the progress in patient’s treatment. The medical institution in which the ongoing treatment will be administered shall be responsible to attain appropriate insurance covering the liability of the medical institution and the Principal Investigator vis-a vis the patient, with regard to the continuous administration of the investigational product following conclusion of the clinical trial.  
7. This appendix constitutes an integral part of the agreement between ________________, and the institution (or any entity authorized by the institution).

The Sponsor:

______________________      
_________________
__________


Name
Signature
Date


    The Medical Institution:  

______________________      
_________________
__________


Name
Signature
Date

   The Principal Investigator: 

______________________      
_________________
__________


Name
Signature
Date
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