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TPL060 Sample ATIMP Pharmacy Chain of Custody Flow Chart
Study:                                                                                   Sponsor:


	Screening and enrolment
	· At point of enrolment, patient slot requested by study team, sponsor to order IMP and inform study team and pharmacy of expected delivery date via the CRA
· Study team to have pre-arranged with pharmacy planned date and time for dosing to ensure preparation is possible on this date and for required time
· Screening period:  
· IMP delivery: 
· IMP arrival:
· Quantity:
· IMP and delivery packaging: 
· Template provided?

	Location of the receipt of IMP
	· Receipt by RPH pharmacy and visual product check, transfer to (relevant storage area), (Badge access controlled?), within 10 mins of opening shipment, utilising appropriate PPE  
· RPH pharmacy to check shipping documentation and temperatures and relay to Sponsor and CRO, including check of QP release documents - issue of Pharmacy green light.
· Shipment acknowledgement (email/IRT):
· If quarantining of shipped IMP is required (from either transit or site excursions) Sponsor is responsible for authorising release for use
· If re-supply of shipped IMP is required, Sponsor is responsible for re-order (and will usually require rescheduling of infusion date)
· All IMP accountability (receipt/dispensing/storage) will be documented on appropriate approved logs.
· Will ATIMP be stored for a period of time or will be prepared for administration immediately?

	Prescription
	· Following pharmacy green light, completed paper prescription sent to RPH pharmacy. NB prescription must be sent at least 24 hours in advance of dosing if not earlier
· Cross-check documentation:
· Estimation by pharmacy team of time required to prepare:
· Check IMP prescription on Lorenzo:
· Pre-meds to be prescribed and administered via Lorenzo (e.g. Steroid/ H1 blocker/ H2 blocker) supplied from ward stock

	Preparation of ATIMP by RPH pharmacy/study team
	· RPH pharmacy to use own preparation worksheet following sponsor and study team approval.	Comment by BOTTRILL, Fiona (ROYAL PAPWORTH HOSPITAL NHS FOUNDATION TRUST): Why QA approval?
· Infusion preparation time: 
· All IMP/vials supplied to be thawed in: (controlled and monitored with calibrated Kelsius probe- ambient temperature required) in labelled study tray (duration?): 
· IMP infusion to be prepared (location and which facilities): 
· Used IMP/vials (bagged/sealed?): 
· Used IMP/vials to be retained for CRA verification (yes/no): 
· Used IMP/vials, unused thawed IMP/vials and used secondary packaging will be bagged and stored at ambient uncontrolled temperature for monitoring prior to authorisation of destruction by sponsor.
· The IMP infusion storage after reconstitution/thawing:  

	Transfer of IMP to study team
	· IMP will be ready for collection by (include considerations surrounding stability and reconstitution): 	Comment by BOTTRILL, Fiona (ROYAL PAPWORTH HOSPITAL NHS FOUNDATION TRUST): Should there be considerations of stability after reconstitution - time for safe preparation and delivery to participant
· With and expiry time:
· Duration of administration:
· IMP infusion will be transported from…to... infusion in a closed leak proof container.  
· Time from pharmacy… and to…is approximately:
· Method of transport and distance:
· Time and signature of staff collecting from pharmacy will be documented on paper prescription; a copy of the Prescription will be provided with the IMP

	ATIMP administration
	· Nursing staff/study team to follow usual procedures for patient consent and ID
· Preparation of administration (to include micron filters, giving sets, flushes, supportive medication etc.): 
· IMP to be administered following completion of all pre-med administration (if applicable) - documentation of ATIMP administration to be completed in Lorenzo notes tab (Date and time of start and finish, staff involved) 

	ATIMP returns/waste
	· Waste pathway of used IMP:
· No IMP returns required to come back to pharmacy, empty container for transport must be returned.
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