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Purpose
[bookmark: _Hlk195789989]To provide guidance to perioperative personnel for managing autologous tissue in the organization. The expected outcome is that perioperative personnel meet the core current good tissue practice requirements for all steps performed in tissue management and the patient is free from harm related to specimen management within the perioperative environment.
Policy
It is the policy of [insert name of facility] that:
· Autologous tissue intended for delayed replantation or autotransplantation will be recovered, processed, packaged, labeled, stored, and tracked in a manner that minimizes microbial growth, prevents mix-ups, and reduces the risk for errors.
Procedure Interventions	
The following steps will be taken when managing autologous tissue:
Team Communication
· During the procedural briefing process, include a discussion of anticipated autologous tissue preservation, replantation, or autotransplantation. 
· During the hand-off communication between OR personnel, include a review of autologous tissue that is on the field, is in the OR, or has been transported for preservation. 
· During the postoperative debriefing process, confirm the type, preservation method, and disposition of autologous tissue.
Reducing the Risk of Tissue Degradation or Contamination on the Sterile Field
· Keep tissue moist.
· Keep tissue handling to a minimum.
· Protect tissue from damage.
· Avoid placing tissue on dry, absorbent surfaces or materials.
· Change sterile gloves before handling tissue.
· Contain or cover tissue until a disposition decision is made.
· Clearly label and monitor tissue that is on the sterile field.

Transferring from and to the Sterile Field
· Use a read-back method to verify the patient and tissue information verbally with the surgeon before transferring tissue to or from the sterile field.
· Transfer autologous tissue intended for preservation off the sterile field as soon as possible after excision, using sterile technique and standard precautions and in a manner that does not damage the tissue.
· Visually inspect the package or container for compromised integrity and verbally verify the patient’s tissue information with the scrub person, including patient identifiers, name of the tissue, preservation solution (when used), and the expiration date (when applicable), before placing the tissue on the sterile field. 
Packaging and Labeling
· Package and label autologous tissue immediately after it is transferred from the sterile field.
· Use packaging materials that:
· are leak proof and puncture resistant,
· are designed to prevent contamination,
· are large enough to fit the tissue,
· allow for aseptic presentation of the preserved tissue,
· are designed to maintain tissue integrity during processing, and
· are validated to meet the intended temperature range and duration of storage.
· Label the autologous tissue with the following:
· two patient identifiers,
· tissue type,
· laterality (when applicable),
· date of excision,
· “For Autologous Use Only,”
· “Not Evaluated for Infectious Substances” (if infectious disease testing has not been performed), 
· a biohazard legend (if infectious disease testing was performed and any results were positive, or if donor screening was performed and risk factors were identified), and
· “Warning: Reactive Test Result for (name of disease or agent)” when there is a reactive test result.
Storage
· Store autologous tissue
· in a controlled, secured location; 
· in a manner that prevents health care personnel exposure to blood, body fluids, or other potentially infectious material; and
· separately from allograft tissue.
· Determine the maximum tissue storage duration based on
· tissue type,
· preservation method (eg, refrigerated, frozen, cryopreserved),
· use of storage solutions or media,
· storage conditions (eg, temperature range), and
· packaging (eg, packaging type, expiration).
· Review the autologous tissue inventory on an established schedule, evaluating package integrity and tissue that is near its maximum storage duration. 
· Sequester compromised tissue packages for investigation.
· Review the patient’s status (eg, alive, deceased).
· Discuss tissue that is nearing maximum storage duration with the surgeon.
· Contact the patient or patient’s legal representative for release of tissue before disposal.
· Perform regularly scheduled calibration checks on devices used for tissue storage (eg, refrigerators, freezers). 
· Ensure that devices used for tissue storage have continuous temperature monitoring, daily temperature recording, an alarm, and an emergency power source.
· Ensure that tissue storage device alarms sound in an area where people are continuously present or notify people who can respond. 
· If the tissue storage device is malfunctioning or broken, follow the back-up plan for responding to malfunctioning or broken alarms and maintaining tissue temperature. 
· Ensure devices used to store tissue are cleaned, sanitized, and maintained on an established schedule. 
· Maintain the records of cleaning for 3 years. 
Transport
· Prevent contamination or cross contamination of tissue during unanticipated distribution from one facility to another.
· Contact an American Association of Tissue Banks (AATB)-accredited facility for assistance with packaging and shipping of autologous tissue. 
Tissue Tracking Documentation
· Document and maintain records for tissue tracking for 10 years after the tissue creation (ie, procurement and preservation) or final disposition (ie, replantation, disposal), whichever is longer. 
· Record the following information when autologous tissue is used:
· patient’s name and identification number assigned by the health care organization;
· tissue identification;
· date and time of tissue collection;
· name of the retrieving surgeon;
· storage solution(s) and medication(s) used for preservation, when applicable;
· expiration date or maximum storage duration, when applicable;
· date and time tissue was placed in storage for preservation;
· method of preservation (eg, refrigerator, freezer, cryopreservation);
· storage temperature; 
· processing steps (eg, sterilization) performed, when applicable;
· identity of the person who placed the tissue in storage for preservation; 
· infectious disease testing (eg, culture) status and results, when applicable, 
· date and time the tissue was removed from storage for final disposition (eg, replantation, disposal, release to the patient or family): 
· method of decontamination, when applicable, 
· solution(s) and medication(s) used in decontamination, when applicable;
· identity of the person who removed the tissue from storage for final disposition (ie, replantation, disposal); 
· date of subsequent use and the procedure, when applicable; and
· final disposition of the autograft (eg, replantation, autotransplantation, transfer to another facility, release to the patient or family, disposal).
Education and Competency 
[bookmark: _Hlk195789677]Perioperative personnel responsible for any step of autologous tissue management will receive initial and ongoing education and complete competency verification on core current good tissue practice requirements. Education and competency verification activities related to autologous tissue management include
· policies and procedures,
· factors that contribute to contaminated or lost tissue,
· personnel roles and responsibilities specific to organization and tissue type-specific standardized methods,
· preservation methods,
· handling methods, 
· storage methods, 
· transportation methods,
· decontamination methods for contaminated tissue intended for replantation,
· preparation methods,
· tissue culture techniques,
· team communication components,
· disposal protocols, and 
· tissue tracking documentation requirements.
Glossary
Allograft: A graft taken from a living or non-living donor for transplantation to a different individual. 
Autologous: Cells or tissues obtained from the same individual.
Autotransplantation: Transplantation of tissue from one site to another in the same individual.
Replantation: Replacement of an organ or body part (eg, cranial bone flap) into its original site and reestablishing its circulation.
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