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Opis wygenerowany automatycznie]
CHECKLIST FOR REQUEST FOR PROPOSALS RFP-028123
"ORGANIZATION AND COMPREHENSIVE MANAGEMENT OF AN ONGOING PHASE I CLINICAL TRIAL (FIH STUDY)"

	PREPARATION OF THE OFFER
	YES/NO

	Appendix no. 1 –  Confidentiality statement based on the template proposed by the Sponsor.
	Select an item
	Appendix no. 2 – Clinical Trial Synopsis (confidential)
	NOT APPLICABLE
	Appendix no. 3 –  Declaration of the absence of personal or capital ties, using the template provided by the Sponsor.
	Select an item
	Appendix no. 4 –  Sanctions declaration based on the template proposed by the Bidder's Sponsor.
	Select an item
	Appendix no. 5 –  List of inspections and/or audits. On the Bidder's document template.
	Select an item
	Appendix no.6 –  CV(s) of the specialist(s) with the qualifications specified in point 3b) (Project Manager). On the Tenderer’s document template
	Select an item
	Appendix no. 7 CV(s) of the specialist(s) with the qualifications specified in point 3c). Using the Tenderer’s document template
	Select an item
	Appendix no. 8 –  CV(s) of the specialist(s) with the qualifications specified in point 3d). Using the Tenderer’s document template
	Select an item
	Appendix no. 9 –  CV(s) of the specialist(s) with the qualifications specified in point 3e). Using the Tenderer’s document template
 (Medical Monitor).  Using the Tenderer’s document template
	Select an item
	Appendix no,. 10 –  CV(s) of the specialist(s) with the qualifications specified in point  3f) (Data Menagement i Statistics).  Using the Tenderer’s document template
	Select an item
	Appendix no. 11 –  CV(s) of the specialist(s) with the qualifications specified in point  3g).  Using the Tenderer’s document template
	Select an item
	Appendis no. 12 –   Organizational chart of the entity and list of the Bidder’s SOPs
.  Using the Tenderer’s document template
	Select an item
	Appendix no. 13 –  Blinded clinical trial agreements confirming fulfillment of the condition specified in point 3i).
	Select an item
	Appendix no. 14 –  "Questions" form based on the template proposed by the Sponsor.
	NOT APPLICABLE
	Appendix no. 15 - Valuation" form prepared as a spreadsheet file based on the template proposed by the Sponsor. File name following the naming convention
: Appendix_15_RFP- 028123 [Company name].xlsx (confidential)
	Select an item
	Appendix no 16 –  List of subcontractors in accordance with point 3 of the Request for Quotation. On the Bidder's document template. (if applicable)
	Select an item
	Appendix no. 17 –  Concept for the Transition and Handover process in accordance with point 4.1 of the Request for Proposals. To be submitted using the Bidder's document template.
	Select an item
	Appendix no 18 –Medical Monitoring Model .   On the Bidder's document template. (if applicable).
	Select an item
	Appendix no 19 -  Materials for laboratory kit (confidential)
	NOT APPLICABLE
	Appendix no 20 -  Pharmaceutical packages_(confidential)
	NOT APPLICABLE
	Appendix no 21–  Completed and signed checklist.
	Select an item
	Appendix no 22 -  Pharmacodynamic tests (confidential)
	NOT APPLICABLE
	Appendix no. 23 – Labeling IMP (confidential)
	NOT APPLICABLE




……………………, …….…………………………
Date, signature
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