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Purpose

To provide standardized handling of all Allograft tissue.  Responsibility for storage and issuance of tissue will be delegated to Surgical Services.  This will include the following:


■  Coordination of tissue ordering and storage


■  Transportation and tissue storage according to source facility’s written directions
 


■  Tissue log to include



▪  Record of tissue from source facility or donor to recipient or final disposition using original



   numeric or alphanumeric donor and lot identification, with applicable expiration dates



▪  Record of materials used to prepare or process tissue products



▪  Instructions for reconstitution of tissue product



▪  Documentation of dates and staff receiving and preparing tissue



▪  Documentation of tissue use in patient’s clinical record


■  Temperature monitoring of storage freezer, alarms, emergency back up



▪  Frozen temperature -  range of -60° to -80° C




•  Digital and graph temperatures recorded in log book daily, recorded temperatures must 




   agree within 2°C




•  Graph is changed weekly documenting end/ start time, date and initials




•  Facility Services monitors the freezer every 30 minutes and records the temperatures

  


   every four hours




•  Alarm testing conducted quarterly 




▪  Ambient temperature –  range of 20° to 24° C




•  Digital temperature recorded in log book daily




•  Facility Services monitors and records the room temperature every four hours  




•  Alarm testing conducted quarterly


■  Maintenance of temperature records


■  Records of storage temperatures, control testing, superseded procedures, manual, and publication for 


    the past five years


■  Record retention for an indefinite period


■  Defined system of investigation of adverse reactions to tissue or donor infections which includes the

      
    Following:



▪  Investigation of donor effects, disease transmission, or suspected complications of tissue use



▪  Prompt reporting of any cases of post-transplant infections or adverse effects to the source 




    facility

▪  Procedure providing that recipients of tissue from donors who are subsequently found to have    

   HIV/HTLV-I/II or hepatitis infections are identified and informed of infection risk

▪  Written procedures have been followed when adverse or suspected reactions have occurred                                                                                           
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Insert after Acquiring, Dispensing and Logging of Allograft Tissue #13

Tissue Return After Issuance
1.  Frozen Tissue – Frozen tissues cannot be returned if partially or completely thawed.

                            Discard in biohazard waste.

2.  Ambient (Room) Temperature Tissue – Ambient tissue can be returned if sterility has been maintained,

                                   if sterility has been compromised the tissue cannot be returned.  Discard in biohazard

                                   waste if appropriate.
Document disposal of tissue according to Disposal of Unused Allograft Tissue in the log.

