Carolinas Wound Care Center

TISSUE (HCT/P) ORDERING, RECEIPT, STORAGE, DOCUMENTATION, ISSUANCE and

 TRACKING
Purpose:

1. To provide standardized policies and procedures  for the Carolinas Wound Care Center (CWCC) and outline the responsibilities involved in ordering, receipt, storage, documentation issuance and tracking of human cellular and tissue based products (HCT/P), and to be in compliance with the Joint Commission and the FDA.
2. To insure that all HCT/P are maintained in the appropriate conditions within the correct storage areas in the Center and that there are properly instructed personnel engaged in the documentation and placement of HCT/P materials in these areas.

3. To outline the process for documenting storage, lot code/serial number identification, discard procedures, and investigative procedures in the event of a recall or adverse reaction

Definition:

Tissue:  Any aggregation of morphologically similar cells and associated intercellular matter intended for transfusion, transplantation, or therapy.  It includes but is not limited to bone, cornea, heart valve/conduits, fascia, dura, veins, arteries, cartilage, marrow, sperm, eggs, stem cells, cord blood, tendon, skin, synthetic tissue ( artificially produced, human and non-human based, and cellular and tissue-based transplant or implant products).
HCT/P: (Human cells, tissues, or cellular or tissue based products): According to FDA definition “means articles containing or consisting of human cells or tissues that are intended for implantation, transportation, infusion, or transfer into a human recipient.”
POLICY:

1. The policy is to insure the proper transport, handling, storage and use of HCT/P
2. The CWCC is responsible for ensuring compliance with HCT/P policies and procedures within the CMC-Mercy Wound Center department.

3. Vendor written instructions for transportation, handling, storage and use of HCT/P will be followed at all times.
4. Monitoring of this policy and process compliance will occur regularly by the CWCC Clinical Coordinator or designee checking the maintenance of temperature logs, correct documentation of tracking logs, and any action regarding recalls and noting the compliance on the tissue specimen log.
PROCEDURES:

· Ordering HCT/P Tissue
· Tissue receipt and documentation
· Storage and temperature monitoring 
· Issuing, documentation and tracking of HCT/P
· Documentation and tracking of tissue
· Reconstitution and thawing 
· Disposition of unused /unacceptable tissue
· Investigation of adverse reaction/recall
· Record retention
· Staff education
Ordering of HCT/P
1. It will be the responsibility of the Clinical Coordinator or designee to order the sufficient quantity and type tissue to meet the needs of the CWCC patients.
2. HCT/P may be ordered in collaboration with Materials Management from FDA registered sources that have a current AATB license, and are in good standing with the NC department of Human Services.  The licensing certificates of contracted vendors will be kept on file in the Corporate Materials Management Department.

3. A purchase order (PO) is issued and the tissue is purchased and shipped in a predetermined method appropriate for type of tissue and surgical procedure requirements and in accordance with specifications as required by suppliers.

HCT/P TISSUE RECEIPT AND DOCUMENTATION:
1. Upon arrival, HCT/P package will be inspected with documentation of package integrity, appearance and temperature.  The HCT/P will be logged in by the Clinical Coordinator or designee by manual entry.

2. Package inspection and documentation  will consist of the following:

· Inspect the integrity of the packaging for any damage

· Verify the delivery temperature of  interior  container

· Verify by product other aspects of product pass/fail. E.g. Apligraf /PH factor check.

· Verify the expiration date

· Remove the implant and paper work from the delivery container and verify that the implant and paperwork match 

· The lot number of the HCT/P will be documented on the receiving slip.  If the temperature reading indicates a “fail” status, the HCT/P supplier will be notified by the Clinical Coordinator or designee for instructions to either return to vendor or discard via proper disposal methods
· If the HCT/P  passes inspection, document this information on the packing slip  and the Tissue Specimen  Log and place the HCT/P in vendor recommended storage  

3. Because of potential violation of sterility, HCT/P must not be used under any of the following conditions:

· If the container seal is damaged or not intact

· If the container has any physical damage including water stains

· If the container label or identifying bar code is severely damaged, not readable or missing

· If the vacuum had been lost inside a freeze dried container

· If the freeze dried container has been allowed to thaw  or has otherwise been damaged  by moisture or temperature

· If the freeze dried graft had been rehydrated for more than 24 hours of thawing or has been stored at temperatures that exceed recommended storage temperatures

· If the expiration date shown on the package label has passed

· If the temperature at any time does not meet guidelines for storage prior to use

· Vendor will be contacted for instructions for HCT/P shipment fails inspection.

STORING HCT/P AND TEMPERATURE MONITORING:

1. All tissue implant must be stored in a secured location within temperature controlled environments.
2. All HCT/P will be stored/maintained at appropriate temperatures by categories per AATB recommendations and recorded daily on a temperature log.
ISSUING, DOCUMENTATION AND TRACKING OF HCT/P TISSUE

· Tissue specimen log will be completed at the time the HCT/P  is staged for application, to include Patient Identifier label, Product label(name/lot number), initials of staff preparing the product, time of preparation, physician applying product and the date and time of the application and final disposition if not all product implanted.  If HCT/P is not used and can be returned to storage, correct information to reflect this in the log book and replace HCT/P.
· Documentation in the patient medical record will include the HCT/P implanted and unique identifier of the tissue  
· The MMIS eMerald program may also provide purchasing and receiving information.

· The following information must be retained and retrievable for at least 10 years

· Tissue Source

· Type of tissue, date of receipt, expiration date, identification number

· Inspection of tissue upon receipt for package integrity and labeling
· Patient name and identification number of recipient 

· Date of use

· Identification of ordering physician

· Identification of personnel dispensing and handling  tissue

· Final disposition if not implanted 
TISSUE PREPARATION: RECONSITITUTING AND THAWING:

Preparation of all the HCT/P will be done per manufacturer/vendor recommendations with documentation completed as required by this policy.

DISPOSITION OF UNUSED OR UNACCPETABLE HCT/P:

1. Any tissue that does not meet requirements for use in patient care will be logged as discarded and properly documented.

2. The discarded tissue product is given to the Clinical Coordinator or designee who will notify the vendor for instructions to return or discard. All HCT/P will be discarded per discard protocol. 
INVESTIGATION OF ADVERSE EVENT/RECALL:

1. Upon notification of an HCT/P recall, the Clinical Coordinator or designee will work in conjunction with the HCT/P vendor and Materials Management in the investigation process.

2. The information provided by the source bank will be compared to the current inventory of tissue maintained by the Wound Care Center in the secure, controlled environments.

3. If the tissue has not been implanted and is located, the appropriate documentation will be made in manual logs as discarded and the HCT/P returned/discarded per source vendor and CHS instructions.
4. The Clinical Coordinator or designee will notify the appropriate physician and Risk Management for further instructions if the HCT/P has been implanted. Further action will be based on the recommendations from the source bank, Risk Management, Legal/other CHS resources.

5. Any/all adverse events or reactions involving HCT/P will be reported per CHS policy.

RECORD RETENTION:
1. All HCT/P and implant records relating to receipt, usage, traceability, storage and temperature control, must be retained for a minimum for 10 years.

2. Manual logs will be stored as all other paper documents per CHS policy.

INVENTORY:
1. Inventory reports are available that document current on hand quantities, usage of HCT/P and their respective identification  number

2. An inventory count will be performed as deemed appropriate per facility.

3. The adjustment of inventory frequency will depend on the number of discrepancies found and changes in demand

4. The Clinical Coordinator or designee will reconcile any discrepancies by noting the findings of their investigation and actions taken on the printed inventory report.

REORDERING OF HCT/P:

1. The Clinical Coordinator or designee will provide information needed by facility to determine reorders.
2.  Adding or deleting product from inventory will be the responsibility of the Clinical Coordinator or designee.
STAFF EDUCATION:
1. The Clinical Coordinator or designee provides training regarding this policy and procedure.
2. Training will include:
· The rationale for HCT/P tracking

· The rationale for required compliancy to procedures regarding all aspects of the use of HCT/P in patient care.

Failure to comply with the outlined policy and procedure may result in potential fines, lost charges, inaccurate inventories, and most importantly, the inability to trace a product in the event of an adverse reaction or product recall.

NOTE:
Carolinas Healthcare System strictly prohibits the loaning of HCT/P tissue except in emergency or life threatening situations.
Per the FDA, an emergency is defined as “an unforeseen combination of circumstances or the resulting state that calls for immediate actions”. Life-threatening is defined as “disease or conditions where the likelihood of death is high unless the course of disease or condition is interrupted and diseases or conditions with potentially fatal outcomes.”
Whenever the physician declares an emergency/life threatening situation, only staff in leadership/charge positions may coordinate the HCT/P Tissue Transfers.
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