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 APPENDIX 2 Documents and Disclosures to be provided by mail or e-mail to the DRCI of the hospital ...

	Sponsor/CRO
	Reference of the Trial (EUDRACT Number)
	Date

	DOCUMENTS AND INFORMATION REQUIRED AS SOON AS POSSIBLE for the hospital DRCI where the investigation centers are to be open

	□Letter indicating the Sponsor plans to open one / more investigation centers in the hospital 

to perform the Trial referenced research protocol No ... 

□Protocol(In French or English)
□ Summary of Protocol in French
□Any information necessary for the completion of the agreement (Date of opening of the center, Trial duration, number of patients included in the center ...) and of the grid of additional costs by the coordinating center (E.g. information on the pharmacy system: registered or global dispensation, reconstitution, special storage conditions, destruction, IVRS, labelling or for example details on centralized laboratory Trials..) 
□Copy of the delegation contract of the Sponsor in case of financial management or signature by a CRO

□ Name and quality of the signatory of the agreement 

□ Name and address of the bill-to party

□E-CRF or CRF if available at this time
□Grid of additional costs approved by the coordinating center to send to all the DRCI of other centers


	DOCUMENTS TO BE PROVIDED ONCE AVAILABLE BEFORE OPENING (INITIATION) THE CENTER to hospital DRCI 

	□ Favourable notice of the French Ethics Comittee (CPP)
□ Authorization of the French National Agency of safety of drugs and health products 
□ Certificate of insurance



	INFORMATION ON THE STUDY (THIS INFORMATION IS AVAILABLE IN SIGREC SOFTWARE) 

	□ Type of study: monocentric or multicentric, national or international, phase of the study
□ Exact wording of the services and name/s of head/s of department

□ Estimated date of opening of the center
□ Duration of participation for each patient

□ Total duration of the study (selection, inclusion, treatment and follow-up)
□ selection, inclusion, randomization or other by IVRS

	APPLICATION FOR AMENDMENT TO THE AGREEMENT FOR AMENDMENT TO THE PROTOCOL

	□Mail by the sponsor to the DRCI indicating the existence of an amendment No. ...

□ Amended Protocol or amendment (French or English)

□ Summary of the amendment/changes in French or any document indicating such modifications by item, old and new formulation

□Favourable notice CPP and/or ANSM
□ Insurance if new center opening or Trial extension
□ New grid of additional costs validated by the management of the coordinating center if the amendment to the protocol affects the additional costs of study
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