

SOP IP-002-CT	endTB A2 IP Release form	Version 4.0 Date 11 June 2018
	[image: ]
	IP release form
Country: |__|__|


Study coordinator or site pharmacist authorized to complete this document:
Name: _____________________________	Function: ____________________________
Date: |__|__|-|__|__|__|-|__|__|__|__| (dd-Mmm-yyy)
Signature: ___________________________
1. Drug storage assessment form (see Appendix A1) completed, conform and approved for the following locations (to be listed): 
	
		yes o	no o


2. Documents obtained and filed either in the Pharmacy Site File or the Investigator Site File (grey shading):
	· National approval from IRB/IEC is granted
	yes o
	no o
	

	· Approval from Regulatory Authorities is retrieved
	yes o
	no o
	

	· Copy of Reference Safety Information Booklet for all IPs is on file
	yes o
	no o
	

	· Curriculum Vitae(s) for the study staff involved in IPs management (current, dated and signed) is on file
	yes o
	no o
	

	· Proof of delegated site pharmacy staff’s ICH-GCP and IP-related SOP training records
	yes o
	no o
	

	· Import license is obtained for IPs and ancillary drugs
	yes o
	no o
	

	·   Drug storage assessment form completed and conform 


	yes o
	no o
	





3. Drugs to be sent to the consignee declared on the orders:	                yes o	no o



Green light from the sponsor (Clinical Trial Pharmacist or designee):

Name: _____________________________	Function: ____________________________

Date: |__|__|-|__|__|__|-|__|__|__|__| (dd-Mmm-yyy)


Signature: __________________________




NOTE: This work is licensed under the Creative Commons CC BY-SA by the endTB Research Partners. To view a copy of this license, visit: https://creativecommons.org/licenses/by-sa/4.0/. More information about this copyright is available in the endTB website: https://endtb.org/ in the “Toolkit” section.
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