Sample Tracking and Processing Log






 

Delete this guidance when the document is finalised
*The use of initials as a subject identifier is discouraged and can only be used when explicitly stated in the REC application and subsequent protocol
This template can be adapted based on the specific need for each trial.
For example
For adaptation to “per participant” record: 

· Participant subject No. and initials* can be included in the top table
· Participant ID no. / initials can be removed from the main table
For adaptation to record multiple sample types:
(This is only recommended if all samples are sent at the same time to the same destination)
· Sample type can be removed from the top table
· Sample ID column can be split to two new columns, including one for sample type
· If using abbreviation for sample type, legend should be added
For adaptation to record sample handling requirement for time-sensitive samples, e.g. Pharmacokinetic samples:

· A reference time point such as date and time of dose administration can be added
· Collection time can be clarified as actual collection time, and not projected collection time based on the reference time point
· Where various processing times have to be recorded, it is important to advise sites that the same clock should be used (or synchronised clocks), as variance between clocks may indicate deviation from sample processing requirements
· Columns can be added to record processing requirements and times to enable compliance check
Instruction on maintenance of this record for inclusion in laboratory manual or sample handling manual:

· Complete in timely and GCP compliance manner, do not use brackets/ditto
· A copy of this record must accompany each shipment, the original must always be kept at the site
· It must be clearly distinguishable which samples are included in the shipment and which are not
Ensuring patients consent for the use of their samples is a responsibility of the trial team and must be managed accordingly (e.g. with an email to the laboratory with the list of consented patients)

	Trial Title/Acronym:
	

	Investigator:
	
	Site name/no.:
	

	R&D Number:
	
	EudraCT no.:
	
	REC no.:
	

	Sample Type: W = Whole Blood   P=Plasma   S=Serum   T= Tissue   U= Urine    O= Other please specify
	
	Sample processing / storage Location, including temperature:
	

	Date and time of sample shipment:
	
	Samples shipped to:
	
	Shipment prepared by:
	


	Participant ID No. 
	Participant Initials 
	Sample ID 

	Collection Date
(dd/mmm/yy)
	Collection Time (24hr) 
	Time processed

 (24hr)
	Time placed in Storage (24hr)
	Sample Storage  Location 
(inc. shelf/ box/ column/ row)
	Staff Initials
	Sample Receipt confirmation

	
	
	
	
	
	
	
	
	
	Date of receipt & staff initials
	Comment

Any specifics in relation to sample storage/processing or √ if received at satisfactory condition

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	


	Ensure you are using the current version of this document.  Notify any changes required to the relevant QA Manager

This document is reviewed and updated in line with emerging evidence or local requirements at least every three years 
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