Human Freeze-dried Tissue
This tissue was recovered from deceased donors whose legal next of kin has given permission for the bone to be donated. Recovery was performed using surgical procedures. Processing and packaging were performed under controlled conditions.

DESCRIPTION
This unit of allograft was prepared from tissues procured aseptically in an operating room from cadaver donors. During procurement, processing and packaging, tissues were bacteriologically tested.  This product was prepared from tissues, which were cleaned using 70% ethanol, washing with sterile water and sonication. This product is derived from tissues which have been treated with Polymixin B sulfate and Bacitracin and may contain trace amounts of residual antibiotics. Cleaning, cutting, sizing, shaping; container sterilization; filling, freeze-drying and stopping functions were performed under conditions following industry standards for aseptic processing. Freeze-drying is performed to remove the moisture contents to 5% or less.

Storage

Store this product at 16SYMBOL 176 \f "Symbol"C -- 37SYMBOL 176 \f "Symbol"C Freezing will not damage the product but may compromise the vacuum and possibly lead to contamination.  Freeze-dried tissue does not require refrigeration.
Instructions for preparing product for administration

1. Allograft in peels packaged in 2 or 3 bags (inner packages are sterile). Peel the first package down and hand the inner package(s) to scrub nurse. Continue with step 3.

2. Allograft in vacuum pack jar: peel off metal cap from bottle and wipe rubber stopper with alcohol or betadine. Using a syringe, inject sufficient saline or air to release vacuum. If vacuum is present plunger will be drawn down. Do not use if vacuum is not present. Wipe off rubber stopper with alcohol, betadine, or germicidal solution. Remove rubber stopper with the aid of sterile forceps.

3. Place graft in sterile basin and cover with normal saline. Addition of antibiotics of choice is optional. IMPORTANT! Crushed bone (cancellous, corticocancellous, bone powder) and soft tissue (fascia, dura, rib cartilage) should be reconsitiuted for 60 minutes. Weight bearing allografts, such as tri-cortical wedges, segments, struts, etc., should be reconstituted for 2-4 hours. Graft should be used as soon as possible after reconstitution. If graft is to be stored longer than 24 hours, it should be refrigerated at 1 to 10°C in an aseptic container for no longer than 24 hours. 

4. Reconstitution times vary with the size and intended use of the graft. The following are general recommendations:

· Large (>60ml) containers: 18-24 hours.

· Small (<60ml) containers: 30 minutes.

· Products to be sawed or drilled: 6 hours.
5. Products must be used as soon after rehydration as possible. If reconstituted product is to be stored longer than two hours, it should be refrigerated at 4°C to 8°C. Grafts must be used within six hours after entering the container if stored at room temperature or within 36 hours if stored refrigerated with proper precautions to prevent contamination.

6. After rehydration is complete, clean stopper and the container lip with alcohol, betadine, or germicidal solution and vent remaining vacuum with a sterile 22g needle.

7. Transfer to a sterile basin.

TREATMENT WITH GAMMA IRRADIATION

All California Transplant Services, Inc. tissues are recovered in operating rooms or other facilities with similar environments. It is the policy of the California Transplant Services, Inc. that all tissues be recovered in an aseptic fashion and maintained as such throughout processing and distribution and distribution to the user. It is possible, however, for some tissues to demonstrate positive cultures upon recovery as a result of factors related to the recovery process. Those tissues exposed to a cobalt 60 source (17.4- 23.2 kGys ) dose of gamma radiation as a means of reducing the tissue bioburden prior to processing are then processed in standard aseptic fashion and are identified by the label “PRETREATED WITH RADIATION”.  The effects of low dose irradiation on the biological properties of human bone tissue are not fully understood at this time. Tissues identified by a label indicating "STERILIZED BY IRRADIATION" should be considered to be terminally sterilized by irradiation.

Indications and usage
At present, bone graft biology is incompletely understood. However, many aspects of bone graft incorporation are known. In principle, autografts are preferred over allografts. Bone grafts are used as struts for structural support. Cortical allografts, being only osteoconductive, unite to the host much more slowly than their autologous counterparts and are usually incorporated only superficially. While this may suffice for the needed structural support, they are more prone to subsequent fracture or resorption than their autogenous counterparts. Conditions of host bed is equally important to the quality of the graft for optimal incorporation.

PRECAUTIONS

Because of potential violations of sterility, this product must not be used under the following circumstances:

· The product safety seal and/or cap are damaged or missing.

· The container in which the product is stored in damaged.

· The expiration date has been reached.

· The product container is not labeled or the label or the information on the label is obliterated to defaced.

· The vacuum is not intact when the product is being prepared for rehydration.

· The product has not been stored at 16 ° C -- 37 SYMBOL 176 \f "Symbol"C.

· If any of the package or product elements appear to be missing, damaged, or tampered with.

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

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

If any of the conditions mentioned above exist or are suspected, please notify California Transplant Services.

DONOR SCREENING AND TESTING

Prior to donation, the donor’s medical/social history was screened for medical conditions or disease processes that would contraindicate the donation of tissues in accordance with the current policies and procedures approved by the medical director of the surgical procurement team indicated on the package label.  All California Transplant Services policies and procedures for donor screening, serological and microbiology testing, meet or exceeds current standards established by the US Food and Drug Administration.  The donor’s medical/social history was also screened for HIV high risk factors in accordance with current United States Public Health Services Recommendations For The Prevention of HIV Transmission Through Tissue and Organ Donation.

Testing of donor serum taken at the time of recovery were tested using tests licensed by the US Food and Drug Administration in a CLIA approved laboratory and found to be negative or non-reactive for:

· HEPATITIS B SURFACE ANTIGEN

· HIV 1 & 2 ANTIBODY

· RPR/SYPHILIS  

· HTLV-1 ANTIBODY

· HEPATITIS C (2.0) ANTIBODY

· HEPATITIS B CORE

The individual tissues collected at recovery were cultured for:

· Surface microbial contaminants: aerobic.

· Surface microbial contaminants: anaerobic.

Dosage and grafting procedure

The amount of graft needed is based on the size of the osseous defect. Tight fitting of the osseous defect is customary. Preparation of host bed is important for graft incorporation, in particular, the host bed must be devoid of infection. The graft should be also secured fixed to the host bone whenever possible to prevent displacement and to aid incorporation.

Contraindications, side effects and hazards
No absolute contraindications are known to exist. Trace amounts of Bacitracin and Polymixin B antibiotics may be present and caution should be exercised if the patient is allergic to these antibiotics. A relative contraindication would include the presence of infection in the host bed where the graft is applied. Autologous grafts should be used whenever possible. Side effects and hazards should be considered and weighed against the limitations of autogenous grafts against the limitations of autogenous grafts or bone substitutes. Limitations of allografts include slow and/or incomplete incorporation and resorption which maybe due to the differences in histocompatability factors between the recipient and donor. Bacterial infection at the site of grafting may occur. This complication may not be apparent for long periods of time (6-24 months) after grafting. Transmission of infectious disease may occur in spite of careful donor selection and testing of the bone donor before the graft is made available for use. 

How supplied
The size, configuration, the nature of the bone (cancellous or cortical), volumetric amount (if applicable) and the number of segments (if applicable) of this graft is provided on the unit label.

Processed by 

(Facility listed in package label)

Distributed by:

California Transplant Services, Inc.

P.O. Box 130815

Carlsbad, CA  92013 USA

 (760) 943-6580

The use of this bone or soft tissue graft is limited to specific individuals such as physicians, dentists and podiatrists.
Disclaimer:
The information contained in this document represents the current view of California Transplant Services, Inc. on the use of Freeze Dried Bone as of the date of publication. Because California Transplant Services, Inc. must respond to changing conditions, the information in this document should not be interpreted to be a commitment on the part of the California Transplant Services, Inc., and California Transplant Services, Inc. cannot guarantee the accuracy of any information presented after the date of publication. This document is for informational use only. California Transplant Services, Inc. disclaims all warranties, expressed or implied, including and without limitation the implied warranties of merchantability and fitness for a particular purpose. California Transplant Services, Inc. will not be liable for any damages, whether direct or indirect, special, incidental or consequential resulting from your use of this graft. By using this graft you assume all risk. This graft is being provided "as is".

This document can be made available in alternative formats for people with disabilities upon request to the California Transplant Services, Inc. administrative offices, (760) 943-6580
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