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ALLOGRAFT INSTRUCTIONS FOR USE AND INFORMATION 

Contents 

This package contains Human Cellular and Tissue Based Product (HCT/P) as 

defined in US FDA 21 CFR Part 1271. 

Description 

The allograft is a sterile, amniotic fluid, processed by DCI Donor Services 

Tissue Bank from donated human tissue. DCI Donor Services Tissue Bank is a 

full-service not-for-profit tissue bank accredited by AATB and registered with 

FDA. 

Donor Screening for Tissue Procurement 

After authorization for donation is obtained (represented by the mother of 

the newborn children), DCIDS's Amniotic Fluid is procured from scheduled 

Caesarean procedures of full-term healthy births. An appropriate blood 

sample from the donor is tested for relevant communicable diseases by a 

laboratory registered with the FDA to perform donor testing and certified to 

perform such testing on live human specimens under the CUA Laboratory 

Improvement Amendments (CUA) of 1988 using, when available, FDA 

approved test kits. This tissue was tested for and had negative or nonreactive 

results for the following: 

• 

• 

• 

• 

• 

• 

• 

• 

Anti-HIV-1 and Anti-HIV-2 

HIV-1/HBV/HCV NAT 

Hepatitis B Surface Antigen (HBsAg) 

Hepatitis B Core Total Antibody (Anti-HBc) 

Hepatitis C Antibody (Anti-HCV) 

Syphilis 

HTLV 1/11 

WNV NAT 

Additional tests for other communicable diseases, such as West Nile Virus, T. 

Cruzi, Cytomegalovirus and Epstein Barr Virus may have been performed. 

The results of all additional communicable disease tests have been evaluated 

by the Medical Director and have been found acceptable according to 

regulations, standards and DCIDS policies and procedures. 

These test results, as well as, a donor risk assessment questionnaire, donor 

physical examination and other available relevant donor records have been 

evaluated and deemed eligible for transplant by a Medical Director. Donor 

eligibility determination was performed by DCI Donor Services - Tissue Bank, 

1714 Hayes Street, Nashville, Tennessee 37203. Although extensive efforts 

have been made to ensure the safety of the allograft, there is no assurance 

that the product is free from all infectious diseases or microbial 

contamination. 

Processing 

Technical Quality Assurance standards are rigorously maintained by DCI 

Donor Services- Tissue Bank. Tissue is processed aseptically in a controlled, 

sterile water or sterile saline throughout the processing procedure, traces of 

the medications and chemicals may remain. Final product is terminally 

sterilized using a validated gamma irradiation process. 

Contraindications 

• Active or latent infection in or around the surgical implantation 

site. 

•

• 

Sensitivity or allergies to any of the processing agents listed under

the processing section of this document.

Use in immune compromised patients .

Warnings & Precautions 

As with all allogeneic materials, it is not possible to provide an absolute 

guarantee that no infectious disease will be transmitted. However, this risk is 

greatly reduced by using processing treatments shown to be capable of 

reducing this risk as well as the use of strict donor screening criteria, 

laboratory testing, aseptic processing and terminal gamma irradiation of final 

product. 

• 

• 

• 

• 

• 

• 

Single patient, single use only . 

Do not sterilize or re-sterilize . 

Do not freeze . 

Return all compromised or flawed packaging to Core link, LLC. 

Do not use if expiration date has been exceeded . 

The maintenance of the tissue for transplantation, including 

recommended storage conditions, is the responsibility of the 

hospital or clinician. Do not use if tissue has not been stored 

according to the recommended storage instructions . 

Prior to clinical use, the surgeon should thoroughly understand all aspects of 

the surgical procedure and the limitations of the product. 

Complications and Possible Adverse Effects 

Inherent uncertainty exists in medical and social histories and lab testing 

which may not detect known or unknown pathogens. Therefore, the 

following complications may occur with tissue transplantation: 

• 

• 

• 

• 

Transmission of diseases of unknown etiology; 

Transmission of known infectious agents including, but not limited 

to, viruses, bacteria and fungi; 

Immune rejection of implanted HCT /P; or 

Loss of function and/or integrity of implanted HCT/P due to 

resorption, fragmentation, and/or disintegration. 

Adverse outcomes potentially attributable to the tissue must be reported 

immediately to Corelink, LLC. 

Liquid Fluid Tissue Preparation 

ultra clean environment. This tissue was processed using some or all of the Prior to use, carefully follow the tissue preparation steps as described below. 

following agents: DMEM and alcohol. Although the tissue was rinsed with 
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