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I-SPOT LOGISTICS
□ What is your process for obtaining the baseline and 48 hour blood samples?  
□ What is your process for preparing, storing and shipping the blood samples?  
□ What are your local regulatory requirements for drawing, preparing, storing and shipping blood samples?  
	Status*
	Task
	Instructions
	Comments

	Regulatory  Requirements
	
	I-SPOT IRB Approval 
	Upload documentation of  final IRB approval in WebDCUTM
	

	
	
	SHINE with I-SPOT IRB Approved Informed Consent Form 
	Upload documentation of  final IRB approval in WebDCUTM
	

	
	
	SHINE Delegation of Authority Log 
	Update the DOA log to reflect the I-SPOT responsibilities. The most current version of the DOA Log, inclusive of I-SPOT, can be found in the SHINE Toolbox.  DOA Logs currently in use can be updated to include the additional responsibilities (study team members do not need to be transferred to/re-sign the new version).  However, please initial and date all changes.
	Please update to reflect I-SPOT responsibilities.

	
	
	I-SPOT training Certificate
	Please have all study team members who will be performing I-SPOT tasks complete training either at NETT webinars or on the I-SPOT page of the NETT site https://www.nett.umich.edu/nett/i-spot Upload certificate to WebDCU
	

	
	
	Sample Handling and Shipping Certification 
	Please upload into WebDCUTM all certifications that are required at your institution for blood sample and/or hazardous materials handling/storage/shipping for each study team member performing these study tasks. This could include DOT or IATA regulations training, but please check with your local institutions to determine their specific requirements.  
	Please upload for all study team members participating in I-SPOT. 



	Lab Requirements
	
	Sample Kit Testing 
	Ensure laboratory centrifuges can accommodate I-SPOT study materials. Confirm how speed is measured on centrifuge (instructions are in rcf (g). Confirm freezer temperature of -70 to -80. 
	

	
	
	I-SPOT Kit Shipping Information
	Update the Project Spoke table (Lines 7-12).  The information currently listed for study drug shipping (Lines 13-20) should remain as is (unless there has been a change).  
	


*C=Complete; I=Incomplete.  
