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INTENDED USE
This policy outlines laboratory procedure for the destruction of stored samples in the lab’s custody following instructions from the owners of the samples or the responsible PI as is applicable.

SUMMARY AND BACKGROUND
Laboratories participating in DAIDS funded trials receive samples from studies conducted locally and elsewhere. The Laboratory stores samples for local, DAIDS  Clinical Trials Network and cooperative studies. Some of these samples may be sent out to other laboratories in country or internationally for other required testing, quality assurance testing or storage as mandated by the respective protocols. 

Each study should address short and long term storage of specimens before study initiation.  At the completion of a study, when there are specimens still being stored on-site, a determination is made by the sponsor(s) of the study or the Principal Investigator(s) when to destroy samples from participants who did not consent to long term storage and/ or to continue to store the long term specimens.  All hospital and /or university policies as well as local regulations are to be followed when handling or discarding specimens.  

For older studies, the executive group of the network may make a determination to destroy or continue to store the specimens in question.
SAMPLE DESTRUCTION
· The laboratory will be notified by the specific entity, either study team(s) or Principal Investigator if specimens need to be destroyed.  This authority will also dictate exactly which samples are to be destroyed.

· Laboratory staff will document the following information:  date & time of destruction, protocol number, notifying authority, the nature of the samples being destroyed, Laboratory staff member’s signature & date and the Laboratory Director or designee’s signature & date.  These records will be kept in the appropriate study folder. See Table 1 for an example of a log sheet for this purpose. 
· Confirmation of destruction will be sent out as requested by the study sponsor(s) or Principal Investigator.

· The notifying authority will provide the laboratory with a date by which the specimens need to be destroyed.  This notification may also include any special requirements for destruction or documentation.

· All liquid nitrogen samples will be taken out of the LN2 freezer and placed in the –70(C freezer overnight.  The next day they will be placed into the biohazard boxes/bags.  Specimens stored in the Ultra Low freezer will be thrown directly into the biohazard box/bag.

· Disposal of specimens must be done in accordance with local governmental and institutional regulations. Sample destruction must not cause undue risk of injury, disease transmission or environmental contamination.   
· Specimen inventories will be checked before destruction.  Any discrepancies will be noted.

· Specimens will be removed from specimen storage section of the LDMS.  

· FSTRF will be asked to help complete the above task.  

· FSTRF will be asked to run a patch so that comments are made in the specimen management section about the destruction of the samples along with the date.
Copies of the storage reports will be kept along with the Destruction of Samples documentation logs. 

Table 1: Example Destruction of Samples Table

	Date & Time
	_________protocol
	Who notified us?
	Which specimens were destroyed?

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Laboratory Staff member’s signature & date:  _______________________________________

PI’s signature & date:  ​​​​​​​​​​​_________________________________________
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