
Instructions For Use 

Customer Care: 
Direct Dial: 888.AxoGen1 (888.296.4361)  
International: 1.386.462.6800 
CustomerCare@AxoGenInc.com 

DESCRIPTION 
Avive® Soft Tissue Membrane is a human umbilical cord membrane allograft that is 
prepared from a donor determined to be eligible based on the results of screening and 
testing. The umbilical cord tissue is minimally processed and provided sterile. 

Avive® Soft Tissue Membrane is supplied sterile in a variety of lengths and widths to 
allow the surgeon to choose the appropriate size to address the injured tissue. 
Approximate lengths and widths are listed on the package label. It is for single patient 
use only. 

REGULATORY CLASSIFICATION 
Avive® Soft Tissue Membrane is processed and distributed in accordance with US FDA 
requirements for Human Cellular and Tissue-based Products (HCT/P) under 21 CFR 
Part 1271 regulations, US State regulations and the standards of the American 
Association of Tissue Banks (AATB). Additionally, international regulations are followed 
as appropriate. 

Avive® Soft Tissue Membrane is to be dispensed only by or on the order of a licensed 
health professional. 

INDICATIONS FOR USE 
Avive® Soft Tissue Membrane is processed umbilical cord intended for homologous use 
as a soft tissue covering. 

CONTRAINDICATIONS 
Avive® Soft Tissue Membrane is contraindicated for use in any patient in whom soft 
tissue implants are contraindicated. This includes any pathology that would limit the 
blood supply and compromise healing or evidence of a current infection. 

WARNINGS 
Careful donor screening, laboratory testing, tissue processing, and irradiation have 
been utilized to minimize the risks of transmission of relevant communicable diseases. 
As with any processed human donor tissue, Avive® Soft Tissue Membrane cannot be 
guaranteed to be free of all pathogens and may transmit infectious agents. 

Do not reuse or re-sterilize Avive® Soft Tissue Membrane. 

DONOR RECOVERY AND SCREENING 
After consent for donation is obtained, collection of the umbilical cord tissue is 
performed in an aseptic manner by FDA registered and state licensed (where required) 
US tissue banks. Donor eligibility is carefully evaluated as required by the US FDA and 
US State regulations. Additionally, donor eligibility is determined in accordance with 
AATB standards and appropriate international regulations. Tissue donors are evaluated 
for medical-social risk behaviors and relevant communicable diseases. Evaluation 
includes a review of the birth mother medical and social history, a physical examination 
of the birth mother and infant performed by appropriate healthcare personnel at the time 
of acquisition, serological testing, and tissue acquisition microbiology cultures. 

Each donor is tested and shown to be negative or nonreactive for the following:  
Human Immunodeficiency Virus (HIV) Type 1 Antibody 
Human Immunodeficiency Virus (HIV) Type 2 Antibody  
Hepatitis C Virus (HCV) Antibody 
Hepatitis B Virus (HBV) Surface Antigen  
Hepatitis B Virus (HBV) Core Antibody (total) 
Syphilis Rapid Plasma Reagin or Treponemal Specific Assay  
Human Immunodeficiency Virus (HIV) Nucleic Acid Test (NAT)  
Hepatitis C Virus (HCV) Nucleic Acid Test (NAT) 
Hepatitis B Virus (HBV) Nucleic Acid Test (NAT)  
West Nile Virus (WNV) Nucleic Acid Test (NAT) 

Additional testing may be performed, as required by local authorities in international 
markets. If required, each donor is tested and shown to be negative or nonreactive for 
the following: 

Human T-Cell Lymphotropic Virus (HTLV) Type I Antibody  
Human T-Cell Lymphotropic Virus (HTLV) Type II Antibody 

All testing is performed by a laboratory registered with FDA to perform donor testing and 
certified to perform such testing on human specimens under the US Clinical Laboratory 
Improvement Amendments (CLIA) of 1988 and 42 CFR Part 493, or that has met 
equivalent requirements as determined by the Centers for Medicare and Medicaid 
Services (CMS). The testing is conducted using test kits approved by the US FDA. 

The Medical Director of AxoGen (US state licensed) has determined that the tissue is 
suitable for transplantation in humans. Records of all testing and medical releases are 
maintained by AxoGen. 

PROCESSING 
Avive® Soft Tissue Membrane is processed in controlled environments using Good 
Tissue Practices (GTP) methods designed to prevent contamination and cross 
contamination of the tissue. Processing involves the use of proprietary solutions and the 
processed tissue may contain traces of Polyhexamethylene Biguanide. The cleansing 
process preserves the inherent structure and properties of the tissue. After completion 
of processing, Avive® Soft Tissue Membrane is sized, packaged and sterilized by 
irradiation in accordance with ISO 111371 guidelines. 

Avive® Soft Tissue Membrane has been tested in accordance with ISO 109932 
standards. The test results demonstrated that the processed allograft is biocompatible. 

HOW SUPPLIED 
Avive® Soft Tissue Membrane is packaged and inserted into two pouches. Each 
chevron pouch is vacuum and heat-sealed to provide a sterile barrier and each pouch 
has a chevron seal. The chevron pouches provide a moisture barrier. Approximate 
lengths and widths are listed on the package label. Avive® Soft Tissue Membrane is 
dried, then irradiated and supplied sterile. Contents of the outer foil package are sterile 
unless the package is open or damaged. Use caution when opening since Avive® Soft 
Tissue Membrane is a small thin membrane and is extremely light weight. 

TRANSPORT AND STORAGE 
Avive® Soft Tissue Membrane must be stored at room temperature (15-30ºC (59-86ºF)). 
The allograft was processed and packaged aseptically, terminally sterilized, and must 
be handled in an aseptic manner to prevent contamination. See product label for 
expiration date. The expiration date is in the form Year-Month and expiration is 
the last day of the labeled month. 

It is the responsibility of the Healthcare Institution and end-use clinician to maintain 
Avive® Soft Tissue Membrane in appropriate storage conditions prior to transplantation 
and recipient records must be maintained for the purpose of tracing tissue post-
transplantation. 

WARNING: DO NOT USE IF THE CHEVRON POUCH INTEGRITY HAS BEEN 
COMPROMISED. NOTIFY AXOGEN® CUSTOMER CARE IF THE CHEVRON POUCH 
INTEGRITY HAS BEEN COMPROMISED UPON RECEIPT. 

PREPARATION INSTRUCTIONS FOR AVIVE® SOFT TISSUE MEMBRANE 
1. Remove the pouch containing the graft from the box packaging. 
2. Utilizing standard aseptic technique, peel open the outer foil chevron pouch and 

pass the inner pouch to the sterile field. Once the outer foil chevron pouch seal 
has been broken, the graft must be transplanted (if appropriate) or otherwise 
discarded. 

3. When ready, open the inner pouch (peel from chevron end) to place the graft. 
4. Remove Avive® Soft Tissue Membrane from the pouch using sterile smooth 

forceps. 
5. If necessary, trim the Avive® Soft Tissue Membrane to the appropriate 

dimensions. 
6. The Avive® Soft Tissue Membrane may be placed directly on the surgical or

wound site or rehydrated prior to placement. If rehydration is desired, room 
temperature sterile saline or sterile Lactated Ringer’s solution (LRS) can be used 
for rehydration. Hydrate Avive® Soft Tissue Membrane until the desired handling 
characteristics are achieved. 

7. If desired, Avive® Soft Tissue Membrane may be sutured or secured into place. 
8. If you wish to orient Avive® Soft Tissue Membrane epithelial side up, place the 

handling tab in upper left corner. 

TISSUE UTILIZATION REPORT (TUR) 
Each Avive® Soft Tissue Membrane package contains a Tissue Utilization Report (TUR) 
and small peel- off product labels. In accordance with US FDA, US Joint 
Commission and international requirements, a TUR should be completed for each 
Avive® Soft Tissue Membrane used in the procedure and returned to AxoGen or 
other representative as described on the TUR. 

Record the distinct HCT/P identification code in hospital or facility records and in the 
patient’s file. Complete all information on the card, affix ONE (1) peel-off label of each 
Avive® Soft Tissue Membrane used, seal and return to AxoGen or other representative 
as described on the TUR. 

It is the responsibility of the health care institution to maintain recipient records for the 
purpose of tracking tissue post-implantation. The Tissue Utilization Report is NOT 
intended to be a substitute for a facility’s internal tissue transplantation tracking system. 

POTENTIAL COMPLICATIONS 
Inherent risks of any surgical procedure include, infection, blood loss, and anesthesia 
associated complications. 

Additional complications that may be associated with these types of procedures may 
potentially occur after implantation: 

• Mild incisional redness; 
• Tenderness of surgical area; 
• Mild edema of surgical area; 
• Controllable pain at surgical area; 
• Decreased sensation; and, 
• Numbness

These complications may be expected and are not required to be recorded unless they 
increase in severity. Avive® Soft Tissue Membrane is processed human tissue. As with 
all donated human tissue products the risk for transmission of communicable disease 
does exist. Robust donor screening and selection criteria, completed as required by the 
US FDA and in accordance with AATB, state, and federal guidelines and regulations, 
processing controls, and terminal sterilization with electron beam irradiation greatly 
reduce but cannot totally eliminate this risk. As disease screening methods are limited, 
certain diseases may not be detected. The following complications of tissue 
transplantation may occur: 

• Transmission of disease of unknown etiology; 
• Transmission of known infectious agents including, but not limited to 

viruses, bacteria and fungi. 

SINGLE EUROPEAN CODE (SEC) FOR TISSUES 
If applicable, SEC Code is found on or attached to the outer carton. 

DISPOSAL 
Dispose of Avive® Soft Tissue Membrane in accordance with local, state and federal or 
country regulations for disposal of human tissue. 

REFERENCES 
1. ISO 11137:2006 Sterilization of health care products — Radiation guidelines 
2. ISO 10993:2003 Biological evaluation of medical devices 

COMPLAINTS AND RETURNS 
Adverse outcomes potentially attributable to the tissue must be reported promptly to 
AxoGen. Other complaints should be reported to AxoGen in a timely manner. If for any 
reason tissue must be returned, a return authorization (RMA) is required from AxoGen. 
Contact Customer Care prior to shipping. It is the responsibility of the health care 
institution returning the tissue to adequately package and label the tissue for return 
shipment. 

INQUIRIES 
For additional information, to place an order, or to report errors, accidents or potential 
complications, contact: 

If in the US: 
AxoGen® Customer Care 
Phone: 888.AxoGen1 (888.296.4361) 
Email: CustomerCare@AxoGenInc.com 

Customers outside of the US: 
Contact the AxoGen authorized distributor servicing your facility, email AxoGen 
Customer Care or contact AxoGen directly in the US at 1.386.462.6800 

SYMBOLS USED ON PACKAGING 

Avive® Soft Tissue Membrane is DONATED HUMAN TISSUE processed in the United 
States by: 

13631 Progress Blvd, Suite 400 
Alachua, FL 32615 

www.AxoGenInc.com 

Avive® Soft Tissue Membrane is a trademark of AxoGen Corporation. 

LB-513-R03 

Οδηγίες χρήσης 

Τμήμα εξυπηρέτηση πελατών:  
Απευθείας κλήση: 888.AxoGen1 (888.296.4361) 
Διεθνής κλήση: 1.386.462.6800 
CustomerCare@AxoGenInc.com 

ΠΕΡΙΓΡΑΦΗ 
Η μεμβράνη Avive® Soft Tissue Membrane είναι ένα αλλομόσχευμα μεμβράνης 
ανθρώπινου ομφάλιου λώρου το οποίο παρασκευάζεται από δότη που προσδιορίστηκε 
ως επιλέξιμος με βάση τα αποτελέσματα της εξέτασης επιλογής και των δοκιμασιών. Ο 
ιστός ομφάλιου λώρου έχει υποβληθεί σε ελάχιστη επεξεργασία και παρέχεται στείρος.  

Η μεμβράνη Avive® Soft Tissue Membrane παρέχεται στείρα σε διάφορα μήκη και 
πλάτη ώστε να επιτρέπει στον χειρουργό να επιλέξει το κατάλληλο μέγεθος για την 
αντιμετώπιση του τραυματισμένου ιστού. Τα κατά προσέγγιση μήκη και πλάτη 
αναφέρονται στην ετικέτα της συσκευασίας. Το προϊόν προορίζεται για χρήση σε έναν 
μόνο ασθενή.  

ΚΑΝΟΝΙΣΤΙΚΗ ΤΑΞΙΝΟΜΗΣΗ 
Η μεμβράνη Avive® Soft Tissue Membrane υποβάλλεται σε επεξεργασία και διανέμεται 
σύμφωνα με τις απαιτήσεις της FDA των ΗΠΑ για τα Ανθρώπινα Κυτταρικά και 
Βασισμένα σε Ιστό Προϊόντα (HCT/P) όπως ορίζεται στους κανονισμούς του τίτλου 21 
του Κώδικα Ομοσπονδιακών Κανονισμών (CFR), ενότητα 1271, τους Πολιτειακούς 
κανονισμούς των ΗΠΑ και τα πρότυπα της Αμερικανικής Ένωσης Τραπεζών Ιστών 
(AATB). Επιπλέον, τηρούνται οι διεθνείς κανονισμοί όπως ενδείκνυται.  

Η μεμβράνη Avive® Soft Tissue Membrane πρέπει να διατίθεται μόνο από ιατρό ή 
κατόπιν εντολής αδειούχου επαγγελματία υγείας.  

ΕΝΔΕΙΞΕΙΣ ΧΡΗΣΗΣ  
Η μεμβράνη Avive® Soft Tissue Membrane είναι επεξεργασμένος ομφάλιος λώρος που 
προορίζεται για ομόλογη χρήση ως κάλυψη μαλακού ιστού.  
 
ΑΝΤΕΝΔΕΙΞΕΙΣ  
Η μεμβράνη Avive® Soft Tissue Membrane αντενδείκνυται για χρήση σε οποιονδήποτε 
ασθενή στον οποίο αντενδείκνυνται τα μοσχεύματα μαλακού ιστού. Αυτό περιλαμβάνει 
οποιαδήποτε παθολογία που θα περιόριζε την παροχή αίματος και θα διακύβευε την 
επούλωση ή μια ένδειξη τρέχουσας λοίμωξης.  
 
ΠΡΟΕΙΔΟΠΟΙΗΣΕΙΣ 
Προσεκτική εξέταση επιλογής του δότη, εργαστηριακές εξετάσεις, επεξεργασία του 
ιστού και ακτινοβολία έχουν χρησιμοποιηθεί για την ελαχιστοποίηση των κινδύνων 
μετάδοσης σχετικών μεταδοτικών ασθενειών. Όπως συμβαίνει με κάθε επεξεργασμένο 
ιστό ανθρώπινου δότη, η μεμβράνη Avive® Soft Tissue Membrane δεν μπορεί να 
θεωρηθεί εγγυημένα απαλλαγμένη από όλα τα παθογόνα και μπορεί να μεταδώσει 
μολυσματικούς παράγοντες. 
 
Μην επαναχρησιμοποιείτε και μην επαναποστειρώνετε τη μεμβράνη Avive® Soft Tissue 
Membrane.  
 
ΑΠΟΚΑΤΑΣΤΑΣΗ ΚΑΙ ΕΞΕΤΑΣΗ ΕΠΙΛΟΓΗΣ ΤΟΥ ΔΟΤΗ 
Αφού ληφθεί η συγκατάθεση για τη δωρεά, η συλλογή του ιστού ομφάλιου λώρου 
πραγματοποιείται με άσηπτο τρόπο από τράπεζες ιστών των ΗΠΑ εγγεγραμμένες στην 
FDA και με πολιτειακή άδεια (όπου απαιτείται). Η επιλεξιμότητα του δότη αξιολογείται 
προσεκτικά, όπως απαιτείται από τους κανονισμούς της FDA των ΗΠΑ και τους 
Πολιτειακούς κανονισμούς των ΗΠΑ. Επιπλέον, η επιλεξιμότητα του δότη 
προσδιορίζεται σύμφωνα με τα πρότυπα AATB και τους κατάλληλους διεθνείς 
κανονισμούς. Οι δότες ιστών αξιολογούνται για συμπεριφορές ιατρο-κοινωνικού 
κινδύνου και σχετικές μεταδοτικές ασθένειες. Η αξιολόγηση περιλαμβάνει εξέταση του 
ιατρικού και κοινωνικού ιστορικού της μητέρας, φυσική εξέταση της μητέρας και του 
βρέφους από αρμόδιο προσωπικό του τομέα της υγείας κατά τη στιγμή της λήψης, 
ορολογικές εξετάσεις και μικροβιολογικές καλλιέργειες δειγμάτων ιστού.  
 
Κάθε δότης έχει εξεταστεί και αποδειχθεί ότι είναι αρνητικός ή μη αντιδραστικός για 
τα εξής:  

Αντίσωμα ιού ανθρώπινης ανοσοανεπάρκειας (HIV) τύπου 1  
Αντίσωμα ιού ανθρώπινης ανοσοανεπάρκειας (HIV) τύπου 2  
Αντίσωμα ιού ηπατίτιδας C (HCV)  
Αντιγόνο επιφανείας ιού ηπατίτιδας Β (HBV)  
Αντίσωμα πυρήνα ιού ηπατίτιδας Β (HBV) (συνολικό)  
Ταχεία ρεαγγίνη πλάσματος για τη σύφιλη ή ειδική δοκιμασία τριπονήματος  
Δοκιμή νουκλεϊκού οξέως (NAT) ιού ανθρώπινης ανοσοανεπάρκειας (HIV)  
Δοκιμή νουκλεϊκού οξέος (ΝΑΤ) ιού ηπατίτιδας C (HCV) 
Δοκιμή νουκλεϊκού οξέος (ΝΑΤ) ιού ηπατίτιδας B (HBV)  
Εξέταση νουκλεϊκού οξέος (ΝΑΤ) για τον ιό του δυτικού Νείλου (WNV)

 
Μπορούν να πραγματοποιηθούν πρόσθετες εξετάσεις, όπως απαιτείται από τις τοπικές 
αρχές σε διεθνείς αγορές.  Εάν απαιτείται, κάθε δότης εξετάζεται και αποδεικνύεται ότι 
είναι αρνητικός ή μη αντιδραστικός για τα εξής: 
 

Αντίσωμα τύπου Ι λεμφοτρόπου ιού (HTLV) ανθρώπινων κυττάρων Τ  
Αντίσωμα τύπου ΙΙ λεμφοτρόπου ιού (HTLV) ανθρώπινων κυττάρων Τ  

 
Όλες οι εξετάσεις πραγματοποιούνται από εργαστήριο εγγεγραμμένο στην FDA για την 
πραγματοποίηση εξετάσεων σε δότη και πιστοποιημένο για την πραγματοποίηση 
τέτοιων εξετάσεων σε ανθρώπινα δείγματα σύμφωνα με τις Τροποποιήσεις Βελτιώσεων 
των Κλινικών Εργαστηρίων του 1988 (CLIA) και τους κανονισμούς του τίτλου 42 του 
Κώδικα Ομοσπονδιακών Κανονισμών (CFR), ενότητα 493 ή από εργαστήριο που 
πληροί ισοδύναμες απαιτήσεις, όπως καθορίζεται από τα Κέντρα για Υπηρεσίες 
Medicare και Medicaid (CMS). Οι εξετάσεις πραγματοποιούνται με τη χρήση κιτ 
εξετάσεων εγκεκριμένων από την FDA των ΗΠΑ.  

Ο Ιατρικός Διευθυντής της AxoGen (με πολιτειακή άδεια στις ΗΠΑ) έχει καθορίσει ότι ο 
ιστός είναι κατάλληλος για μεταμόσχευση σε ανθρώπους. Αρχεία όλων των δοκιμών και 
ιατρικών εγκρίσεων διατηρούνται από την AxoGen. 
 
ΕΠΕΞΕΡΓΑΣΙΑ 
Η μεμβράνη Avive® Soft Tissue Membrane υποβάλλεται σε επεξεργασία σε ελεγχόμενα 
περιβάλλοντα, χρησιμοποιώντας τις μεθόδους Ορθής Ιστολογικής Πρακτικής (GTP), 
που είναι σχεδιασμένες για την αποτροπή των μολύνσεων και διασταυρούμενων 
μολύνσεων των ιστών. Η επεξεργασία περιλαμβάνει τη χρήση ιδιόκτητων διαλυμάτων 
και ο επεξεργασμένος ιστός μπορεί να περιέχει ίχνη πολυεξαµεθυλενο διγουανίδης. Η 
διαδικασία καθαρισμού διατηρεί την εγγενή δομή και τις ιδιότητες του ιστού. Μετά την 
ολοκλήρωση της επεξεργασίας, η μεμβράνη Avive® Soft Tissue Membrane 
διαμορφώνεται ως προς το μέγεθός της, συσκευάζεται και αποστειρώνεται με 
ακτινοβολία, σύμφωνα με τις κατευθυντήριες γραμμές του προτύπου ISO 111371 .
 
Η μεμβράνη Avive® Soft Tissue Membrane έχει υποβληθεί σε δοκιμές σύμφωνα με τα 
πρότυπα ISO 109932. Τα αποτελέσματα των δοκιμών έδειξαν ότι το επεξεργασμένο 
αλλομόσχευμα είναι βιοσυμβατό. 
 
ΤΡΟΠΟΣ ΔΙΑΘΕΣΗΣ 
Η μεμβράνη Avive® Soft Tissue Membrane συσκευάζεται και τοποθετείται σε δύο θήκες. 
Κάθε θήκη chevron έχει σφραγιστεί υπό κενό και έχει θερμοκολληθεί, ώστε να παρέχει 
στείρο φραγμό και κάθε θήκη έχει ασφάλιση chevron. Οι θήκες chevron παρέχουν 
φραγμό κατά της υγρασίας. Τα κατά προσέγγιση μήκη και πλάτη αναφέρονται στην 
ετικέτα της συσκευασίας. Η μεμβράνη Avive® Soft Tissue Membrane στεγνώνεται και 
στη συνέχεια ακτινοβολείται και παρέχεται στείρα. Το περιεχόμενο της εξωτερικής 
συσκευασίας από αλουμινόχαρτο είναι αποστειρωμένο, εκτός εάν η συσκευασία έχει 
ανοιχτεί ή υποστεί ζημιά. Να είστε προσεκτικοί κατά το άνοιγμα γιατί η μεμβράνη Avive® 
Soft Tissue Membrane είναι μια μικρή λεπτή μεμβράνη και είναι εξαιρετικά ελαφριά.  
 
ΜΕΤΑΦΟΡΑ ΚΑΙ ΑΠΟΘΗΚΕΥΣΗ  
Η μεμβράνη Avive® Soft Tissue Membrane πρέπει να φυλάσσεται σε θερμοκρασία 
δωματίου (15-30 ºC (59-86 ºF)). Το αλλομόσχευμα υποβλήθηκε σε επεξεργασία και 
συσκευάστηκε υπό άσηπτες συνθήκες, υποβλήθηκε σε τελική αποστείρωση και ο
χειρισμός του πρέπει να γίνεται με άσηπτο τρόπο για να αποφευχθεί η μόλυνση. Δείτε 
την ετικέτα του προϊόντος για την ημερομηνία λήξης. Η ημερομηνία λήξης 
παρέχεται στη μορφή έτος-μήνας και η λήξη είναι η τελευταία ημέρα του 
αναγραφόμενου μήνα.  
 
Αποτελεί ευθύνη του ιδρύματος υγειονομικής περίθαλψης και του κλινικού ιατρού 
τελικού χρήστη να διατηρούν τη μεμβράνη Avive® Soft Tissue Membrane σε κατάλληλες 
συνθήκες αποθήκευσης πριν από τη μεταμόσχευση και πρέπει να διατηρούνται αρχεία 
λήπτη για λόγους παρακολούθησης του ιστού μετά τη μεταμόσχευση.  
 
ΠΡΟΕΙΔΟΠΟΙΗΣΗ: ΝΑ ΜΗ ΧΡΗΣΙΜΟΠΟΙΕΙΤΑΙ ΕΑΝ Η ΑΚΕΡΑΙΟΤΗΤΑ ΤΗΣ ΘΗΚΗΣ 
CHEVRON ΕΧΕΙ ΔΙΑΚΥΒΕΥΤΕΙ. ΕΝΗΜΕΡΩΣΤΕ ΤΟ ΤΜΗΜΑ ΕΞΥΠΗΡΕΤΗΣΗΣ 
ΠΕΛΑΤΩΝ ΤΗΣ AXOGEN® ΕΑΝ Η ΑΚΕΡΑΙΟΤΗΤΑ ΤΗΣ ΘΗΚΗΣ CHEVRON ΕΧΕΙ 
ΔΙΑΚΕΥΒΕΥΤΕΙ ΑΜΕΣΩΣ ΜΟΛΙΣ ΤΗΝ ΠΑΡΑΛΑΒΕΤΕ. 
 
ΟΔΗΓΙΕΣ ΠΡΟΕΤΟΙΜΑΣΙΑΣ ΓΙΑ ΤΗ ΜΕΜΒΡΑΝΗ AVIVE® SOFT TISSUE 
MEMBRANE 
1. Αφαιρέστε τη θήκη που περιέχει το μόσχευμα από το κουτί της συσκευασίας.
2. Χρησιμοποιώντας τυπική άσηπτη τεχνική, αποκολλήστε την εξωτερική θήκη από

αλουμινόχαρτο chevron και περάστε την εσωτερική θήκη στο αποστειρωμένο 
πεδίο. Από τη στιγμή που η σφράγιση της εξωτερικής θήκης από αλουμινόχαρτο 
chevron καταστραφεί, το μόσχευμα πρέπει να μεταμοσχευτεί (εάν χρειάζεται) ή 
διαφορετικά να απορριφθεί. 

3. Όταν είστε έτοιμοι, ανοίξτε την εσωτερική θήκη (αποκολλήστε από το άκρο
chevron) για να τοποθετήσετε το μόσχευμα.  

4. Αφαιρέστε τη μεμβράνη Avive® Soft Tissue Membrane από τη θήκη με τη χρήση
αποστειρωμένης λείας λαβίδας. 

5. Εάν είναι απαραίτητο, κόψτε τη μεμβράνη Avive® Soft Tissue Membrane στις 
κατάλληλες διαστάσεις.  

6. Η μεμβράνη Avive® Soft Tissue Membrane πρέπει να τοποθετηθεί απευθείας στη
χειρουργική θέση ή τη θέση του τραύματος ή να επανυδατωθεί πριν τοποθετηθεί. 
Εάν είναι επιθυμητή η επανυδάτωση, μπορεί να χρησιμοποιηθεί για την 
επανυδάτωση στείρος φυσιολογικός ορός σε θερμοκρασία δωματίου ή στείρο 
διάλυμα Ringer’s Lactate (LRS). Ενυδατώστε τη μεμβράνη Avive® Soft Tissue 
Membrane μέχρι να επιτευχθούν τα επιθυμητά χαρακτηριστικά χειρισμού.  

7. Εάν το επιθυμείτε, η μεμβράνη Avive® Soft Tissue Membrane μπορεί να 
συρραφθεί ή να στερεωθεί στη θέση της. 

8. Εάν επιθυμείτε να προσανατολίσετε τη μεμβράνη Avive® Soft Tissue Membrane 
με την επιθηλιακή πλευρά προς τα επάνω, τοποθετήστε τη γλωττίδα χειρισμού 
στην επάνω αριστερή γωνία.  

 

ΑΝΑΦΟΡΑ ΧΡΗΣΗΣ ΙΣΤΟΥ (TUR)  
Κάθε συσκευασία μεμβράνης Avive® Soft Tissue Membrane περιλαμβάνει ένα έντυπο 
αναφοράς χρήσης ιστού (TUR) και μικρές αυτοκόλλητες ετικέτες προϊόντος. Σύμφωνα με την 
FDA των ΗΠΑ, τις απαιτήσεις της Κοινής Επιτροπής των ΗΠΑ και τις διεθνείς 
απαιτήσεις, πρέπει να συμπληρώνετε μια αναφορά TUR για κάθε μεμβράνη Avive® 
Soft Tissue Membrane που χρησιμοποιήθηκε κατά τη διαδικασία και να την στέλνετε 
στην AxoGen ή σε άλλο αντιπρόσωπο, όπως περιγράφεται στην TUR.  

Καταγράψτε τον ξεχωριστό κώδικα αναγνώρισης HCT/P στο αρχείο του νοσοκομείου ή 
της εγκατάστασης και στο φάκελο του ασθενούς. Συμπληρώστε όλες τις πληροφορίες 
στην κάρτα, επικολλήστε ΜΙΑ (1) αυτοκόλλητη ετικέτα σε κάθε μεμβράνη Avive® Soft 
Tissue Membrane που χρησιμοποιήθηκε, σφραγίστε την και επιστρέψτε την στην 
AxoGen ή σε άλλο αντιπρόσωπο, όπως περιγράφεται στην TUR. 

Αποτελεί ευθύνη του ιδρύματος υγειονομικής περίθαλψης να διατηρεί αρχεία 
παραληπτών για το σκοπό της παρακολούθησης ιστών μετά την εμφύτευση. Η 
Αναφορά Αξιοποίησης Ιστών ΔΕΝ προορίζεται να είναι υποκατάστατο για το εσωτερικό 
σύστημα παρακολούθησης μεταμόσχευσης ιστών ενός ιδρύματος. 

ΕΝΔΕΧΟΜΕΝΕΣ ΕΠΙΠΛΟΚΕΣ  
Οι εγγενείς κίνδυνοι από οποιαδήποτε χειρουργική διαδικασία περιλαμβάνουν λοίμωξη, 
απώλεια αίματος και επιπλοκές που σχετίζονται με την αναισθησία.  

Επιπρόσθετες επιπλοκές που μπορεί να σχετίζονται με αυτούς τους τύπους 
διαδικασιών ενδέχεται να προκύψουν μετά την εμφύτευση:  

• Ήπια ερυθρότητα τομής 
• Ευαισθησία της χειρουργικής περιοχής 
• Ήπιο οίδημα της χειρουργικής περιοχής 
• Ελεγχόμενος πόνος στη χειρουργική περιοχή  
• Μειωμένη αίσθηση και 
• Μούδιασμα  

Αυτές οι επιπλοκές μπορεί να είναι αναμενόμενες και δεν απαιτείται να καταγράφονται 
εκτός εάν επιδεινώνονται.  
Η μεμβράνη Avive® Soft Tissue Membrane είναι επεξεργασμένος ανθρώπινος ιστός. 
Όπως συμβαίνει με όλα τα προϊόντα ανθρώπινων ιστών από δότες, υφίσταται κίνδυνος 
μετάδοσης των μεταδοτικών ασθενειών. Τα αυστηρά κριτήρια εξέτασης και επιλογής
του δότη, που τηρήθηκαν όπως απαιτείται από την FDA των ΗΠΑ και σύμφωνα με τις 
κατευθυντήριες οδηγίες και τους κανονισμούς της AATB, των πολιτειακών και των 
ομοσπονδιακών αρχών, οι έλεγχοι επεξεργασίας και η τελική αποστείρωση με 
ακτινοβολία δέσμης ηλεκτρονίων μειώνουν σημαντικά, αλλά δεν μπορούν να 
εξαλείψουν εντελώς αυτόν τον κίνδυνο. Επειδή οι μέθοδοι εξέτασης για νόσους είναι 
περιορισμένες, ορισμένες νόσοι μπορεί να μην ανιχνευτούν. Μπορεί να παρουσιαστούν 
οι ακόλουθες επιπλοκές μεταμόσχευσης ιστών: 

• Μετάδοση νόσων άγνωστης αιτιολογίας 
• Μετάδοση γνωστών μολυσματικών παραγόντων που περιλαμβάνουν,
μεταξύ άλλων, ιούς, βακτήρια και μύκητες.  

ΕΝΙΑΙΟΣ ΕΥΡΩΠΑΪΚΟΣ ΚΩΔΙΚΑΣ (SEC) ΓΙΑ ΙΣΤΟΥΣ 
Εάν ισχύει, ο Κώδικας SEC αναφέρεται ή επισυνάπτεται στην εξωτερική συσκευασία. 

ΑΠΟΡΡΙΨΗ 
Απορρίψτε τη μεμβράνη Αvive® Soft Tissue Membrane σύμφωνα με τους τοπικούς, 
πολιτειακούς και ομοσπονδιακούς κανονισμούς ή τους κανονισμούς της εκάστοτε 
χώρας για τη διάθεση ανθρώπινου ιστού.
 
ΑΝΑΦΟΡΕΣ  
1. ISO 11137:2006 Sterilization of health care products — Radiation guidelines 
2. ISO 10993:2003 Biological evaluation of medical devices
 
ΠΑΡΑΠΟΝΑ ΚΑΙ ΕΠΙΣΤΡΟΦΕΣ 
Ανεπιθύμητα αποτελέσματα που μπορεί να αποδοθούν στον ιστό πρέπει να 
αναφέρονται αμέσως στην AxoGen. Άλλα παράπονα θα πρέπει να γνωστοποιούνται 
έγκαιρα στην AxoGen. Εάν για οποιονδήποτε λόγο ο ιστός πρέπει να επιστραφεί, 
απαιτείται εξουσιοδότηση επιστροφής (RMA) από την AxoGen. Επικοινωνήστε με το 
τμήμα εξυπηρέτησης πελατών πριν από την αποστολή. Είναι ευθύνη του ιδρύματος 
υγειονομικής περίθαλψης που επιστρέφει τον ιστό να συσκευάσει και να επισημάνει
κατάλληλα τον ιστό για αποστολή επιστροφής.  
 
ΕΡΩΤΗΜΑΤΑ 
Για πρόσθετες πληροφορίες, για να υποβάλετε παραγγελία ή να αναφέρετε σφάλματα, 
ατυχήματα ή δυνητικές επιπλοκές, επικοινωνήστε με:  
 
Εάν βρίσκεστε στις ΗΠΑ.:  
Τμήμα εξυπηρέτησης πελατών της AxoGen®  
Αρ. τηλεφώνου: 888.AxoGen1 (888.296.4361) 
Email: CustomerCare@AxoGenInc.com 
 
Για πελάτες εκτός των ΗΠΑ:  
Επικοινωνήστε με τον εξουσιοδοτημένο διανομέα της AxoGen που εξυπηρετεί το δικό
σας ίδρυμα, στείλτε email στο τμήμα εξυπηρέτησης πελατών της AxoGen ή 
επικοινωνήστε απευθείας με την AxoGen στις ΗΠΑ στο 1.386.462.6800  

ΣΥΜΒΟΛΑ ΠΟΥ ΧΡΗΣΙΜΟΠΟΙΟΥΝΤΑΙ ΣΤΗ ΣΥΣΚΕΥΑΣΙΑ 

 
Η μεμβράνη Avive® Soft Tissue Membrane είναι ΙΣΤΟΣ ΑΝΘΡΩΠΙΝΟΥ ΔΟΤΗ που έχει 
υποβληθεί σε επεξεργασία στις Ηνωμένες Πολιτείες από την:  

 
13631 Progress Blvd, Suite 400 
Alachua, FL 32615 
www.AxoGenInc.com 
 
Η ονομασία Avive® Soft Tissue Membrane είναι εμπορικό σήμα της AxoGen 
Corporation.  

LB-513-R03 

Κωδικός Προϊόντος 

Αριθμός Παρτίδας 

Όριο Θερμοκρασίας 

Μην επαναποστειρώνετε/επαναχρησιμοποιείτε 

Τα περιεχόμενα είναι αποστειρωμένα, εκτός εάν η εξωτερική συσκευασία έχει 
υποστεί ζημιά, Αποστείρωση με ακτινοβολία 

Δείτε τις οδηγίες χρήσης 

Ημερομηνία λήξης 

Instrucciones de uso 

Atención al cliente:  
Línea directa: 888.AxoGen1 (888.296.4361) 
Internacional: 1.386.462.6800 
CustomerCare@AxoGenInc.com 

DESCRIPCIÓN 
Avive® Soft Tissue Membrane es una aloinjerto de membrana de cordón umbilical 
humano preparado a partir de un donante que se ha determinado que es idóneo 
mediante selección y pruebas. El tejido de cordón umbilical esta mínimamente 
procesado y se suministra estéril.  

Avive® Soft Tissue Membrane se suministra estéril en diferentes longitudes y anchuras 
para permitir al cirujano elegir el tamaño adecuado para tratar el tejido lesionado. En la 
etiqueta del envase se indican las longitudes y las anchuras aproximadas. Está 
destinado a uso en un único paciente.  

CLASIFICACIÓN REGULADORA 
Avive® Soft Tissue Membrane se procesa y distribuye de acuerdo con los requisitos de 
la FDA estadounidense para productos tisulares y celulares humanos (HCT/P) según la 
sección 1271 de la normativa 21 CFR, con las normativas estatales estadounidenses y 
con las normas de la Asociación Americana de Bancos de Tejidos (American 
Association of Tissue Banks, AATB). Además, es conforme a las normativas 
internacionales correspondientes.  
 
Avive® Soft Tissue Membrane solo debe ser dispensada por un médico o por 
prescripción facultativa.  
 
INDICACIONES DE USO  
Avive® Soft Tissue Membrane es cordón umbilical procesado indicado para el uso 
homólogo como cobertura de tejido blando.  
 
CONTRAINDICACIONES  
El uso de Avive® Soft Tissue Membrane está contraindicado en pacientes en los que 
estén contraindicados los implantes de tejidos blandos. Esto incluye cualquier patología 
que limite el riego sanguíneo y dificulte la curación o los indicios de una infección en 
curso.  
 
ADVERTENCIAS 
A fin de reducir los riesgos de contagio de enfermedades transmisibles relevantes se 
han realizado una selección de donantes, un análisis de laboratorio, un procesamiento 
del tejido y una irradiación rigurosos. Al igual que en cualquier caso de tejido de 
donante humano procesado, no se puede garantizar que Avive® Soft Tissue Membrane 
esté libre de todos los tipos de patógenos, y puede transmitir agentes infecciosos. 
 
No reutilice ni reesterilice Avive® Soft Tissue Membrane.  
 
RECUPERACIÓN Y SELECCIÓN DE DONANTES 
Una vez que se ha obtenido el consentimiento para la donación, la obtención del tejido 
de cordón umbilical se lleva a cabo de forma aséptica a través por bancos de tejidos de 
EE. UU. registrados por la FDA y con licencia estatal (cuando sea necesario). La 
idoneidad del donante se evalúa cuidadosamente, conforme a los requisitos de la FDA 
y las normativas estatales estadounidenses. Además, la idoneidad del donante se 
determina conforme a las normas de la AATB y las normativas internacionales 
correspondientes. Los donantes de tejidos son evaluados en cuanto a 
comportamientos médico-social de riesgo y enfermedades transmisibles relevantes. La 
valoración incluye una revisión de los antecedentes médicos y sociales de la madre, un 
examen físico de la madre y del recién nacido realizado por personal sanitario 
adecuado en el momento de la adquisición, pruebas serológicas y cultivos 
microbiológicos de adquisición del tejido.  

Cada donante se somete a las siguientes pruebas para obtener un resultado negativos 
o no reactivo para:  

Anticuerpo contra el virus de la inmunodeficiencia humana (VIH) de tipo 1  
Anticuerpo contra el virus de la inmunodeficiencia humana (VIH) de tipo 2  
Anticuerpo contra el virus de la hepatitis C (VHC)  
Antígeno de superficie del virus de la hepatitis B (VHB)  
Anticuerpo central (total) contra el virus de la hepatitis B (VHB)  
Prueba de reagina plasmática rápida o prueba treponémica específica para la 
detección de la sífilis  
Prueba de ácidos nucleicos (NAT) para el virus de la inmunodeficiencia humana 
(VIH)  
Prueba de ácidos nucleicos (NAT) para el virus de la hepatitis C (VHC) 
Prueba de ácidos nucleicos (NAT) para el virus de la hepatitis B (VHB)  
Prueba de ácidos nucleicos (NAT) para el virus de Nilo occidental (VNO) 

Se pueden realizar pruebas adicionales, si así lo exigen las autoridades locales de los 
mercados internacionales.  Si es necesario, cada donante se somete a pruebas para 
obtener un resultado negativos o no reactivo para: 

Anticuerpo contra el virus linfotrópico humano de células T (VLHT) de tipo I  
Anticuerpo contra el virus linfotrópico humano de células T (VLHT) de tipo II  

Todas las pruebas las lleva a cabo un laboratorio registrado con la FDA para realizar 
pruebas de donantes y certificado para realizar dichas pruebas en muestras humanas 
conforme a las Enmiendas para la Mejora de Laboratorios Clínicos (Clinical Laboratory 
Improvement Amendments, CLIA) de 1988 y a la sección 493 del título 42 del Código 
de Regulaciones Federales (Code of Federal Regulations, CFR) de EE. UU., o 
habiendo cumplido requisitos equivalentes, tal como lo determinan los Centros de 
Servicio de Medicare y Medicaid (Centers for Medicare and Medicaid Services, CMS). 
Las pruebas se realizan usando kits de test aprobados por la FDA de EE. UU.  
 
El director médico de AxoGen (con licencia estatal de EE. UU.) ha determinado que el 
tejido es adecuado para su trasplante en humanos. AxoGen guarda los registros de 
todas las pruebas y los comunicados médicos. 
 
PROCESAMIENTO 
Avive® Soft Tissue Membrane se procesa en entornos controlados usando métodos de 
Buenas Prácticas de Tejidos (BPT) diseñados para evitar la contaminación y 
contaminación cruzada del tejido. El procesamiento incluye el uso de soluciones 
patentadas y el tejido procesado puede contener trazas de biguanida de 
polihexametileno. El proceso de limpieza conserva la estructura inherente y las 
propiedades del tejido. Tras la finalización del procesamiento, Avive® Soft Tissue 
Membrane se mide, envasa y esteriliza mediante irradiación según las directrices ISO 
111371.  
 
Avive® Soft Tissue Membrane ha sido probada conforme a las normas ISO 109932. Los 
resultados de las pruebas han demostrado que el aloinjerto procesado es 
biocompatible. 

SUMINISTRO 
Avive® Soft Tissue Membrane está envasada e introducida en dos bolsas. Cada bolsa 
«Chevron» se cierra al vacío y se termosella para proporcionar una barrera estéril y 
cuenta con un precinto «Chevron». Las bolsas «Chevron» proporcionan una barrera 
contra la humedad. En la etiqueta del envase se indican las longitudes y las anchuras 
aproximadas. Avive® Soft Tissue Membrane se seca, se somete a irradiación y se 
suministra estéril. El contenido del envase de aluminio exterior es estéril a menos que 
esté abierto o dañado. Tenga cuidado al abrirlo, ya que Avive® Soft Tissue Membrane 
es una membrana pequeña y fina que tiene un peso extremadamente ligero.  
 
TRANSPORTE Y CONSERVACIÓN  
Avive® Soft Tissue Membrane debe conservarse a temperatura ambiente (15-30 °C 
(59-86 °F)). El aloinjerto se procesó y envasó asépticamente, se esterilizó 
terminalmente y debe manipularse de manera aséptica para evitar la contaminación. 
Consulte la fecha de caducidad en la etiqueta de producto. La fecha de caducidad 
está en formato año-mes y la caducidad es el último día del mes indicado.  
 
Es responsabilidad del centro sanitario y del médico usuario final mantener Avive® Soft 
Tissue Membrane en las condiciones de conservación adecuadas antes del trasplante; 
también deben mantener la historia del destinatario confines de seguimiento del tejido 
tras el implante.  
 
ADVERTENCIA: NO UTILICE EL PRODUCTO SI LA INTEGRIDAD DE LA BOLSA 
«CHEVRON» SE HA VISTO AFECTADA. NOTIFIQUE A ATENCIÓN AL CLIENTE DE 
AXOGEN® SI LA INTEGRIDAD DE LA BOLSA «CHEVRON» ESTÁ AFECTADA EN EL 
MOMENTO DEL RECIBO. 
 
INSTRUCCIONES DE PREPARACIÓN DE AVIVE® SOFT TISSUE MEMBRANE 
1. Extraiga la bolsa que contenga el injerto del envase de la caja. 
2. Utilizando una técnica aséptica estándar, abra la bolsa exterior «Chevron» de

aluminio y pase la bolsa interior al campo estéril. Una vez que se haya roto el 
precinto de la bolsa «Chevron», el injerto deberá trasplantarse (si es adecuado) 
o, si no, desecharse. 

3. Cuando esté preparado, abra la bolsa interior (ábrala desde el extremo
«Chevron») para colocar el injerto.  

4. Extraiga Avive® Soft Tissue Membrane de la bolsa utilizando unas pinzas lisas 
estériles. 

5. Si es necesario, recorte Avive® Soft Tissue Membrane a las dimensiones 
adecuadas.  

6. Avive® Soft Tissue Membrane puede colocarse directamente sobre el lugar 
quirúrgico o de la herida, o rehidratarse antes de la colocación. Si se desea 
rehidratar el producto, la rehidratación puede llevarse a cabo utilizando solución 
salina estéril o solución de lactato de Ringer estéril a temperatura ambiente. 
Hidrate Avive® Soft Tissue Membrane hasta lograr las características de 
manipulación adecuadas.  

7. Si se desea, Avive® Soft Tissue Membrane puede fijarse en posición mediante
sutura o con otra forma de sujeción.

8. Si desea orientar Avive® Soft Tissue Membrane con el lado epitelial hacia arriba,
coloque la lengüeta de manipulación en la esquina superior izquierda.  

 
NOTIFICACIÓN DE UTILIZACIÓN DE TEJIDO (NUT)  
Cada envase de Avive® Soft Tissue Membrane contiene una notificación de utilización 
de tejido (NUT) y pequeñas etiquetas adhesivas del producto. Según la FDA, la Joint 
Commission estadounidenses y los requisitos internacionales, debe 
cumplimentarse una NUT por cada membrana Avive® Soft Tissue Membrane 
utilizada en el procedimiento y remitirse a AxoGen u otro representante conforme 
a la NUT.  

Recoja el código de identificación único HCT/P en los archivos del hospital o centro y 
en el archivo del paciente. Introduzca toda la información en la tarjeta, pegue UNA (1) 
etiqueta adhesiva por cada membrana Avive® Soft Tissue Membrane utilizada, ciérrela 
y remítala a AxoGen u otro representante conforme a la NUT. 

Es responsabilidad del centro sanitario mantener la historia del destinatario con fines 
de seguimiento del tejido tras el implante. La notificación de utilización de tejido NO 
debe sustituir el sistema interno de seguimiento de trasplantes de tejido del centro. 

POSIBLES COMPLICACIONES  
Los riesgos inherentes a cualquier procedimiento quirúrgico son infección, pérdida de 
sangre y complicaciones asociadas a la anestesia.  

Tras el implante pueden producirse complicaciones adicionales asociadas a estos tipos 
de procedimiento:  

• rojez leve en la incisión;
• dolor leve en el área quirúrgica;
• edema leve en el área quirúrgica;  
• dolor controlable en el área quirúrgica;  
• disminución de sensibilidad; y 
• entumecimiento  

Estas complicaciones pueden esperarse y no es necesario registrarlas excepto en caso 
de agravamiento.  
Avive® Soft Tissue Membrane es tejido humano procesado. Al igual que con todo 
producto de tejido humano de donante, existe el riesgo de contagio de enfermedades 
transmisibles. Una selección de donante y unos criterios de selección exhaustivos, 
llevados a cabo según los requisitos de la FDA de EE. UU. y conforme a las directrices 
y normas federales, estatales y de la AATB, los controles del procesamiento y la 
esterilización final con irradiación con haz de electrones reducen el riesgo en gran 
medida pero no lo eliminan totalmente. Dado que los métodos de detección de 
enfermedades son limitados, algunas enfermedades pueden no ser identificadas. El 
trasplante de tejido puede tener estas complicaciones: 

• trasmisión de enfermedades de etiología desconocida; 
• trasmisión de agentes infecciosos conocidos, incluidos virus, bacterias y 

hongos, entre otros.  

CÓDIGO ÚNICO EUROPEO (SINGLE EUROPEAN CODE, SEC) PARA TEJIDOS 
Si procede, el código SEC se encuentra en el embalaje exterior o adjunto al mismo.
 
ELIMINACIÓN 
Elimine Avive® Soft Tissue Membrane conforme a la normativa nacional, federal, estatal
o local para la eliminación de tejido humano.
 
REFERENCIAS  
1. ISO 11137:2006 Esterilización de productos sanitarios — Instrucciones de

irradiación
2. ISO 10993:2003 Evaluación biológica de productos sanitarios 
 
QUEJAS Y DEVOLUCIONES
Los resultados adversos que puedan atribuirse al tejido deberán notificarse lo antes 
posible a AxoGen. Otras quejas deberán notificarse a AxoGen a su debido tiempo. Si 
por alguna razón debe devolverse tejido, será necesario obtener una autorización de 
devolución (Return Authorization, RMA) de AxoGen. Póngase en contacto con Atención 
al Cliente para el envío. Es responsabilidad del centro sanitario devolver el tejido 
adecuadamente al envase y etiquetarlo para el envío de la devolución.  
 
CONSULTAS 
Para obtener información adicional, hacer un pedido o notificar errores, accidentes o 
posibles complicaciones, póngase en contacto con:  
 
Si está en EE. UU.:  
Atención al cliente de AxoGen® 
Teléfono: 888.AxoGen1 (888.296.4361) 
Correo electrónico: CustomerCare@AxoGenInc.com 
 
Clientes fuera de EE. UU.:  
Póngase en contacto con el distribuidor autorizado de AxoGen que provee a su centro, 
envíe un correo electrónico a Atención al Cliente de AxoGen o contacte directamente 
con AxoGen en EE. UU. en el número 1.386.462.6800. 

SÍMBOLOS USADOS EN EL ENVASE 

Avive® Soft Tissue Membrane es TEJIDO HUMANO DONADO procesado en los 
Estados Unidos por:  

13631 Progress Blvd, Suite 400 
Alachua, FL 32615 - EE. UU. 
www.AxoGenInc.com 

Avive® Soft Tissue Membrane es una marca comercial de AxoGen Corporation.  

LB-513-R03 

Código del producto 

Número de lote 

Límite de temperatura 

No reesterilizar/reutilizar 

El contenido es estéril a menos que el envase exterior esté dañado, esterilización 
por radiación 

Consulte las instrucciones de uso 

Fecha de caducidad 

Mode d’emploi 

Service à la clientèle :  
Ligne directe : 888.AxoGen1 (888.296.4361) 
International : 1.386.462.6800 
CustomerCare@AxoGenInc.com 

DESCRIPTION 
Avive® Soft Tissue Membrane consiste en un greffon membranaire de cordon ombilical 
humain provenant d’un donneur admissible valide selon les résultats du dépistage et 
des tests. Le tissu de cordon ombilical après avoir subi un traitement minimal est fourni 
à l’état stérile.  

Avive® Soft Tissue Membrane est fourni à l’état stérile dans différentes longueurs et 
largeurs, ce qui permet au chirurgien de choisir le format le plus approprié pour la 
réparation du tissu endommagé. Les longueurs et largeurs approximatives figurent sur 
l’étiquette de la boîte. Doit être utilisé pour un patient unique.  

CLASSIFICATION RÉGLEMENTAIRE 
Avive® Soft Tissue Membrane est traité et distribué conformément aux exigences de la 
FDA des É.-U. concernant les produits à base de cellules et de tissus humains (HCT/P) 
couvertes par le règlement 21 CFR, Partie 1271, la réglementation d’État des É.-U. et 
les normes de l’American Association of Tissue Banks (AATB). Le produit est 
également respecte également les exigences réglementaires internationales 
applicables.  

Avive® Soft Tissue Membrane doit être fourni uniquement par ou sur commande d’un 
professionnel de la santé autorisé.  

MODE D’EMPLOI  
Avive® Soft Tissue Membrane est fait de cordon ombilical humain destiné à l’utilisation 
homologue en tant que membrane de tissu mou de recouvrement.
 
CONTRE-INDICATIONS  
L’utilisation d’Avive® Soft Tissue Membrane est contre-indiquée chez tout patient pour 
qui les implants de tissu mou sont contre-indiqués. Cela s’applique notamment aux 
patients atteints d’une pathologie réduisant l’afflux sanguin et compromettant la
guérison ou qui présentent des symptômes associés à une infection existante.
 
AVERTISSEMENTS 
Le dépistage des donneurs, les essais en laboratoire, le traitement des tissus et 
l’irradiation ont été utilisés pour minimiser les risques de transmission de maladies 
potentielles. Comme pour tout tissu de donneur humain, il est impossible de garantir 
qu’Avive® Soft Tissue Membrane soit libre de tous pathogènes et, par conséquent, ce 
produit est associé à un risque potentiel de transmission d’agents infectieux. 

Ne pas réutiliser ou restériliser Avive® Soft Tissue Membrane.  
 
RÉCUPÉRATION ET DÉPISTAGE DU DONNEUR 
Après avoir reçu le consentement du donneur, le prélèvement de tissu de cordon 
ombilical est effectué en asepsie par des banques de tissus aux É.-U., enregistrées 
auprès de la FDA et détentrices d’un permis d’État (lorsque requis). L’admissibilité du 
donneur est évaluée avec soin conformément à la réglementation de la FDA des É.-U. 
et à la réglementation d’État des É.-U. De plus, l’admissibilité du donneur est établie 
conformément aux normes de l’AATB et aux règlements internationaux applicables. 
L’évaluation des donneurs de tissus comporte une vérification des comportements 
pouvant poser un risque médico-social et des tests de dépistage des maladies
transmissibles. L’évaluation comprend une revue des antécédents médico-sociaux de la 
mère biologique et un examen physique de la mère biologique et du nourrisson effectué 
par le personnel de soins de santé compétent au moment du prélèvement du tissu, et 
les tissus prélevés sont soumis à des tests sérologiques et à des cultures
microbiologiques.
 
Chaque donneur subit un dépistage pour vérifier s’il est négatif ou non réactif pour les 

éléments suivants :  
 anticorps de type 1 du virus de l’immunodéficience humaine (VIH); 
 anticorps de type 2 du virus de l’immunodéficience humaine (VIH);  
 anticorps du virus de l’hépatite C (VHC);  
 antigène de contact du virus de l’hépatite B (VHB);  
 anticorps de contact (total) du virus de l’hépatite B (VHB);  

anticorps réaginique de la syphilis ou test tréponémique;  
 test des acides nucléiques (TAN) du virus de l’immunodéficience humaine (VIH);  

test des acides nucléiques (TAN) du virus de l’hépatite C (VHC); 
 test des acides nucléiques (TAN) du virus de l’hépatite B (VHB);  
 test des acides nucléiques (TAN) du virus du Nil occidental (VNO). 
 
Des tests supplémentaires peuvent être effectués, lorsque requis par les autorités locales 
des marchés internationaux. Si cela est requis, chaque donneur est testé pour vérifier s’il 
est négatif ou non réactif :
 

anticorps de type I du virus T-lymphotrope humain (HTLV);  
anticorps de type II du virus T-lymphotrope humain (HTLV).  

 
Tous les tests sont effectués par un laboratoire enregistré auprès de la FDA pour 
l’exécution de tests sur les échantillons de donneur et homologué pour l’exécution de
ces tests sur des échantillons humains conformément aux amendements relatifs à 
l’amélioration des laboratoires cliniques de 1988 (Clinical Laboratory Improvement 
Amendments of 1988, CLIA) et au règlement 42 CFR partie 493, ou a satisfait à des 
exigences équivalentes selon les Centers for Medicare and Medicaid Services (CMS).
Les essais sont effectués au moyen des trousses de dépistage approuvées par la FDA 
des É.-U.  

Le directeur médical d’AxoGen (détenteur d’un permis d’État des É.-U.) a confirmé que 
le tissu convient pour la transplantation chez l’humain. AxoGen conserve tous les 
dossiers de dépistage et d’autorisation médicale. 

TRAITEMENT 
Avive® Soft Tissue Membrane est traité dans des environnements contrôlés et 
conformément aux bonnes pratiques tissulaires (GTP) visant à prévenir la 
contamination et la contamination croisée des tissus. Ce traitement utilise des solutions 
brevetées et le tissu traité peut contenir des traces de polyhexaméthylène biguanide. Le
processus de nettoyage préserve la structure et les propriétés inhérentes du tissu. À 
l’achèvement du traitement, Avive® Soft Tissue Membrane est mesuré, emballé et 
stérilisé par irradiation conformément aux lignes directrices de la norme ISO 111371.  
 
Avive® Soft Tissue Membrane a été testé conformément aux exigences de la norme 
ISO 109932. Les résultats des essais ont démontré la biocompatibilité de l’allogreffe. 
 
PRÉSENTATION DU PRODUIT LIVRÉ 
Avive® Soft Tissue Membrane est emballé et inséré dans deux poches. Chaque poche
à étanchéité chevron est scellée à vide et à chaud pour fournir une barrière stérile et 
chaque poche est dotée d’une garniture d’étanchéité chevron. Les poches à étanchéité 
chevron fournissent une barrière contre l’humidité. Les longueurs et largeurs 
approximatives figurent sur l’étiquette de la boîte. Avive® Soft Tissue Membrane, séché,
puis irradié, est fourni à l’état stérile. Le contenu de l’emballage extérieur en pellicule
d’aluminium est stérile à la condition que l’emballage ne soit ni ouvert ni endommagé.
Faire preuve de précaution lors de l’ouverture, puisque Avive® Soft Tissue Membrane 
est très fin et extrêmement léger.  
 
TRANSPORT ET ENTREPOSAGE  
Avive® Soft Tissue Membrane doit être entreposé à la température ambiante (15-30 ºC 
[59-86 ºF]). L’allogreffe a été traitée et emballée en asepsie, et stérilisée après 
conditionnement selon une méthode aseptique pour prévenir la contamination. Voir 
l’étiquette du produit pour connaître la date d’expiration. La date d’expiration 
utilise le format année-mois, la date d’expiration étant le dernier jour du mois 
indiqué.  
 
L’établissement de soins de santé et le médecin utilisateur final d’Avive® Soft Tissue 
Membrane ont la responsabilité d’entreposer la membrane de tissu mou dans les 
conditions appropriées avant la transplantation et les dossiers des receveurs doivent 
être conservés pour permettre le retraçage des tissus transplantés.  
 
AVERTISSEMENT : NE PAS UTILISER SI L’INTÉGRITÉ DE LA POCHE À 
ÉTANCHÉITÉ CHEVRON EST COMPROMISE. AVISER LE SERVICE À LA 
CLIENTÈLE D’AXOGEN® SI L’INTÉGRITÉ DE LA POCHE À ÉTANCHÉITÉ CHEVRON 
EST COMPROMISE AU MOMENT DE LA RÉCEPTION.
 
INSTRUCTIONS DE PRÉPARATION D’AVIVE® SOFT TISSUE MEMBRANE 
1. Retirer la poche contenant le greffon de l’emballage de la boîte. 
2. En utilisant une technique aseptique, ouvrir la poche à étanchéité chevron

extérieure en pellicule d’aluminium à ouverture pelable et transférer la poche 
intérieure sur le champ stérile. Une fois que la poche à étanchéité chevron 
extérieure en pellicule d’aluminium à ouverture pelable a été ouverte, le greffon 
doit être transplanté (si cela est approprié) ou, si ce n’est pas le cas, être mis au 
rebut. 

3. Une fois prêt pour la transplantation, ouvrir la poche intérieure (peler à partir de
l’extrémité à étanchéité chevron) pour mettre le greffon en place.  

4. Retirer Avive® Soft Tissue Membrane de la poche en utilisant une pince à mors 
lisses stérile. 

5. Au besoin, découper Avive® Soft Tissue Membrane selon les dimensions
appropriées.  

6. Avive® Soft Tissue Membrane peut être placé directement sur le site chirurgical
ou la plaie, ou réhydraté avant la mise en place. Si la réhydratation est 
souhaitée, réhydrater dans une solution saline stérile ou une solution stérile 
lactée de Ringer (LRS) à la température ambiante. Poursuivre la réhydratation 
d’Avive® Soft Tissue Membrane jusqu’à ce que les propriétés de traitement 
désirées soient atteintes.  

7. Si cela est souhaité, Avive® Soft Tissue Membrane peut être suturé ou fixé en
place. 

8. Pour mettre en place Avive® Soft Tissue Membrane de manière à ce que sa
surface épithéliale soit dirigée vers le haut, placer la languette de manutention 
dans le coin supérieur gauche.  

RAPPORT D’UTILISATION DU TISSU (TUR)  
Chaque emballage d’Avive® Soft Tissue Membrane contient un rapport d’utilisation du 
tissu (TUR) et de petites étiquettes de produit pelables. Conformément aux exigences 
de la FDA des É.-U., de la Joint Commission des É.-U., et aux exigences 
internationales, un TUR doit être rempli pour chaque produit Avive® Soft Tissue 
Membrane utilisé dans le cadre d’une procédure chirurgicale et envoyé à AxoGen 
ou à un autre représentant selon les directives fournies dans le TUR.  

Inscrire le code d’identification du produit HCT/P dans les registres de l’hôpital ou de 
l’établissement, ainsi que dans le dossier du patient. Fournir tous les renseignements 
demandés sur la carte, apposer UNE (1) étiquette pelable de chaque produit Avive® 
Soft Tissue Membrane utilisé et retourner à AxoGen ou à un autre représentant selon 
les directives fournies dans le TUR. 

L’établissement de soins de santé a la responsabilité de conserver les dossiers du 
receveur pour permettre le retraçage du tissu transplanté. Le rapport d’utilisation du 
tissu NE remplace PAS l’inscription dans le système de retraçage des tissus 
transplantés de l’établissement. 

COMPLICATIONS POTENTIELLES  
Les risques inhérents à toute procédure chirurgicale comprennent notamment 
l’infection, la perte sanguine et les complications liées à l’anesthésie.  

D’autres complications, liées à ces types de procédures, peuvent survenir après la 
transplantation :  

• rougeur légère au niveau de l’incision;
• sensibilité au niveau du champ opératoire;
• œdème léger au niveau du champ opératoire; 
• douleur contrôlable au niveau du champ opératoire;  
• sensation atténuée; et  
• engourdissement.  

Ces complications sont prévisibles et il n’est pas nécessaire de les documenter, à 
moins d’une aggravation. Avive® Soft Tissue Membrane est fait de tissu humain traité. 
Comme pour tous les produits de tissus humains provenant d’un donneur, il existe un 
risque de contracter une maladie transmissible. La sélection et le dépistage, effectués 
conformément aux critères de sélection et de dépistage rigoureux de la FDA des É.-U., 
aux exigences d’État et aux normes de l’AATB, le respect des lignes directrices et 
règlements fédéraux, les contrôles de traitement et la stérilisation après 
conditionnement par irradiation à faisceau d’électrons réduisent considérablement ce 
risque, sans toutefois l’éliminer entièrement. Les méthodes de dépistage des maladies 
étant limitées, il est possible que certaines maladies ne soient pas détectées. Les 
complications potentielles liées à la transplantation tissulaire sont notamment : 

• la transmission d’une maladie de cause inconnue; 
• la transmission d’agents infectieux connus, y compris mais sans s’y 

limiter, des virus, bactéries et fungi.  
 
CODE EUROPÉEN UNIQUE (SEC, POUR SINGLE EUROPEAN CODE) POUR LES 
TISSUS 
Si cela s’applique, le code SEC se trouve sur l’extérieur de la boîte ou est fixé à celle-ci. 

MISE AU REBUT 
Mettre au rebut Avive® Soft Tissue Membrane conformément à la réglementation locale, 
d’État et fédérale ou du pays pour la mise au rebut des tissus humains.  
 
RÉFÉRENCES  
1. ISO 11137:2006 Stérilisation des produits de santé — Lignes directrices sur 

l’irradiation  
2. ISO 10993:2003 Évaluation biologique des dispositifs médicaux 
 
PLAINTES ET RETOURS 
Tout effet indésirable potentiellement lié au tissu doit être signalé rapidement à 
AxoGen. Toute autre plainte doit être communiquée en temps opportun à AxoGen. Si, 
pour quelque motif que ce soit, le tissu doit être retourné, une autorisation de retour 
(RMA) d’AxoGen est requise. Veuillez communiquer avec le service à la clientèle avant 
l’expédition. L’établissement de soins de santé a la responsabilité de retourner le tissu 
dans un emballage adéquat portant une étiquette adéquate aux fins de l’expédition de 
retour.  
 
INFORMATION 
Pour obtenir de l’information supplémentaire, passer une commande ou signaler une 
erreur, un accident ou une complication potentielle, veuillez joindre :  
 
Aux É.-U. :  
Service à la clientèle d’AxoGen®  
Téléphone : 888.AxoGen1 (888.296.4361) 
Courriel : CustomerCare@AxoGenInc.com 
 
Clients à l’extérieur des É.-U. :  
Communiquez avec le distributeur autorisé d’AxoGen responsable du service offert à 
votre établissement, envoyez un courriel au service à la clientèle d’AxoGen ou 
communiquez directement avec AxoGen aux É.-U. en composant le 1.386.462.6800  

SYMBOLES UTILISÉS SUR L’EMBALLAGE 

 
Avive® Soft Tissue Membrane provenant d’un DON DE TISSU HUMAIN traité aux 
États-Unis par :  

 
13631 Progress Blvd, Suite 400 
Alachua, FL 32615 
www.AxoGenInc.com 

Avive® Soft Tissue Membrane est une marque de commerce d’AxoGen Corporation.

LB-513-R03 

Code de produit 

Numéro de lot 

Limite de température 

Ne par réutiliser/restériliser 

Le contenu est stérile à moins que l’emballage extérieur soit endommagé; 
stérilisation par radiation 

Voir le mode d’emploi 

Date d’expiration 

Instructions For Use

Customer Care:
Direct Dial: 888.AxoGen1 (888.296.4361)
International: 1.386.462.6800
CustomerCare@AxoGenInc.com

DESCRIPTION
Avive® Soft Tissue Membrane is a human umbilical cord membrane allograft that is
prepared from a donor determined to be eligible based on the results of screening and 
testing. The umbilical cord tissue is minimally processed and provided sterile.

Avive® Soft Tissue Membrane is supplied sterile in a variety of lengths and widths to
allow the surgeon to choose the appropriate size to address the injured tissue.
Approximate lengths and widths are listed on the package label. It is for single patient
use only.

REGULATORY CLASSIFICATION
Avive® Soft Tissue Membrane is processed and distributed in accordance with US FDA
requirements for Human Cellular and Tissue-based Products (HCT/P) under 21 CFR
Part 1271 regulations, US State regulations and the standards of the American 
Association of Tissue Banks (AATB). Additionally, international regulations are followed 
as appropriate.

Avive® Soft Tissue Membrane is to be dispensed only by or on the order of a licensed 
health professional.

INDICATIONS FOR USE
Avive® Soft Tissue Membrane is processed umbilical cord intended for homologous use 
as a soft tissue covering.

CONTRAINDICATIONS
Avive® Soft Tissue Membrane is contraindicated for use in any patient in whom soft
tissue implants are contraindicated. This includes any pathology that would limit the
blood supply and compromise healing or evidence of a current infection.

WARNINGS
Careful donor screening, laboratory testing, tissue processing, and irradiation have 
been utilized to minimize the risks of transmission of relevant communicable diseases.
As with any processed human donor tissue, Avive® Soft Tissue Membrane cannot be 
guaranteed to be free of all pathogens and may transmit infectious agents.

Do not reuse or re-sterilize Avive® Soft Tissue Membrane.

DONOR RECOVERY AND SCREENING
After consent for donation is obtained, collection of the umbilical cord tissue is
performed in an aseptic manner by FDA registered and state licensed (where required)
US tissue banks. Donor eligibility is carefully evaluated as required by the US FDA and 
US State regulations. Additionally, donor eligibility is determined in accordance with 
AATB standards and appropriate international regulations. Tissue donors are evaluated 
for medical-social risk behaviors and relevant communicable diseases. Evaluation 
includes a review of the birth mother medical and social history, a physical examination 
of the birth mother and infant performed by appropriate healthcare personnel at the time 
of acquisition, serological testing, and tissue acquisition microbiology cultures.

Each donor is tested and shown to be negative or nonreactive for the following:
Human Immunodeficiency Virus (HIV) Type 1 Antibody
Human Immunodeficiency Virus (HIV) Type 2 Antibody
Hepatitis C Virus (HCV) Antibody
Hepatitis B Virus (HBV) Surface Antigen 
Hepatitis B Virus (HBV) Core Antibody (total)
Syphilis Rapid Plasma Reagin or Treponemal Specific Assay 
Human Immunodeficiency Virus (HIV) Nucleic Acid Test (NAT)
Hepatitis C Virus (HCV) Nucleic Acid Test (NAT)
Hepatitis B Virus (HBV) Nucleic Acid Test (NAT)
West Nile Virus (WNV) Nucleic Acid Test (NAT)

Additional testing may be performed, as required by local authorities in international
markets. If required, each donor is tested and shown to be negative or nonreactive for
the following:

Human T-Cell Lymphotropic Virus (HTLV) Type I Antibody
Human T-Cell Lymphotropic Virus (HTLV) Type II Antibody

All testing is performed by a laboratory registered with FDA to perform donor testing and
certified to perform such testing on human specimens under the US Clinical Laboratory
Improvement Amendments (CLIA) of 1988 and 42 CFR Part 493, or that has met
equivalent requirements as determined by the Centers for Medicare and Medicaid 
Services (CMS). The testing is conducted using test kits approved by the US FDA.

The Medical Director of AxoGen (US state licensed) has determined that the tissue is
suitable for transplantation in humans. Records of all testing and medical releases are 
maintained by AxoGen.

PROCESSING
Avive® Soft Tissue Membrane is processed in controlled environments using Good 
Tissue Practices (GTP) methods designed to prevent contamination and cross
contamination of the tissue. Processing involves the use of proprietary solutions and the 
processed tissue may contain traces of Polyhexamethylene Biguanide. The cleansing 
process preserves the inherent structure and properties of the tissue. After completion 
of processing, Avive® Soft Tissue Membrane is sized, packaged and sterilized by
irradiation in accordance with ISO 111371 guidelines.

Avive® Soft Tissue Membrane has been tested in accordance with ISO 109932

standards. The test results demonstrated that the processed allograft is biocompatible.

HOW SUPPLIED
Avive® Soft Tissue Membrane is packaged and inserted into two pouches. Each
chevron pouch is vacuum and heat-sealed to provide a sterile barrier and each pouch 
has a chevron seal. The chevron pouches provide a moisture barrier. Approximate 
lengths and widths are listed on the package label. Avive® Soft Tissue Membrane is
dried, then irradiated and supplied sterile. Contents of the outer foil package are sterile 
unless the package is open or damaged. Use caution when opening since Aviv® Soft 
Tissue Membrane is a small thin membrane and is extremely light weight.

TRANSPORT AND STORAGE
Avive® Soft Tissue Membrane must be stored at room temperature (15-30ºC (59-86ºF)).
The allograft was processed and packaged aseptically, terminally sterilized, and must
be handled in an aseptic manner to prevent contamination. See product label for
expiration date. The expiration date is in the form Year-Month and expiration is 
the last day of the labeled month.

It is the responsibility of the Healthcare Institution and end-use clinician to maintain 
Avive® Soft Tissue Membrane in appropriate storage conditions prior to transplantation 
and recipient records must be maintained for the purpose of tracing tissue post-
transplantation.

WARNING: DO NOT USE IF THE CHEVRON POUCH INTEGRITY HAS BEEN 
COMPROMISED. NOTIFY AXOGEN® CUSTOMER CARE IF THE CHEVRON POUCH 
INTEGRITY HAS BEEN COMPROMISED UPON RECEIPT.

PREPARATION INSTRUCTIONS FOR AVIVE® SOFT TISSUE MEMBRANE
1. Remove the pouch containing the graft from the box packaging.
2. Utilizing standard aseptic technique, peel open the outer foil chevron pouch and 

pass the inner pouch to the sterile field. Once the outer foil chevron pouch seal
has been broken, the graft must be transplanted (if appropriate) or otherwise 
discarded.

3. When ready, open the inner pouch (peel from chevron end) to place the graft.
4. Remove Avive® Soft Tissue Membrane from the pouch using sterile smooth 

forceps.
5. If necessary, trim the Avive® Soft Tissue Membrane to the appropriate 

dimensions.
6. The Avive® Soft Tissue Membrane may be placed directly on the surgical or

wound site or rehydrated prior to placement. If rehydration is desired, room
temperature sterile saline or sterile Lactated Ringer’s solution (LRS) can be used 
for rehydration. Hydrate Avive® Soft Tissue Membrane until the desired handling 
characteristics are achieved.

7. If desired, Avive® Soft Tissue Membrane may be sutured or secured into place.
8. If you wish to orient Avive® Soft Tissue Membrane epithelial side up, place the 

handling tab in upper left corner.

TISSUE UTILIZATION REPORT (TUR)
Each Avive® Soft Tissue Membrane package contains a Tissue Utilization Report (TUR)
and small peel- off product labels. In accordance with US FDA, US Joint
Commission and international requirements, a TUR should be completed for each
Avive® Soft Tissue Membrane used in the procedure and returned to AxoGen or
other representative as described on the TUR.

Record the distinct HCT/P identification code in hospital or facility records and in the 
patient’s file. Complete all information on the card, affix ONE (1) peel-off label of each 
Avive® Soft Tissue Membrane used, seal and return to AxoGen or other representative 
as described on the TUR.

It is the responsibility of the health care institution to maintain recipient records for the 
purpose of tracking tissue post-implantation. The Tissue Utilization Report is NOT
intended to be a substitute for a facility’s internal tissue transplantation tracking system.

POTENTIAL COMPLICATIONS
Inherent risks of any surgical procedure include, infection, blood loss, and anesthesia 
associated complications.

Additional complications that may be associated with these types of procedures may
potentially occur after implantation:

• Mild incisional redness;
• Tenderness of surgical area;
• Mild edema of surgical area;
• Controllable pain at surgical area;
• Decreased sensation; and,
• Numbness

These complications may be expected and are not required to be recorded unless they
increase in severity. Avive® Soft Tissue Membrane is processed human tissue. As with 
all donated human tissue products the risk for transmission of communicable disease 
does exist. Robust donor screening and selection criteria, completed as required by the 
US FDA and in accordance with AATB, state, and federal guidelines and regulations,
processing controls, and terminal sterilization with electron beam irradiation greatly
reduce but cannot totally eliminate this risk. As disease screening methods are limited,
certain diseases may not be detected. The following complications of tissue
transplantation may occur:

• Transmission of disease of unknown etiology;
• Transmission of known infectious agents including, but not limited to 

viruses, bacteria and fungi.

SINGLE EUROPEAN CODE (SEC) FOR TISSUES
If applicable, SEC Code is found on or attached to the outer carton.

DISPOSAL
Dispose of Avive® Soft Tissue Membrane in accordance with local, state and federal or
country regulations for disposal of human tissue.

REFERENCES
1. ISO 11137:2006 Sterilization of health care products — Radiation guidelines
2. ISO 10993:2003 Biological evaluation of medical devices

COMPLAINTS AND RETURNS
Adverse outcomes potentially attributable to the tissue must be reported promptly to 
AxoGen. Other complaints should be reported to AxoGen in a timely manner. If for any
reason tissue must be returned, a return authorization (RMA) is required from AxoGen.
Contact Customer Care prior to shipping. It is the responsibility of the health care 
institution returning the tissue to adequately package and label the tissue for return 
shipment.

INQUIRIES
For additional information, to place an order, or to report errors, accidents or potential
complications, contact:

If in the US:
AxoGen® Customer Care
Phone: 888.AxoGen1 (888.296.4361)
Email: CustomerCare@AxoGenInc.com

Customers outside of the US:
Contact the AxoGen authorized distributor servicing your facility, email AxoGen 
Customer Care or contact AxoGen directly in the US at 1.386.462.6800

SYMBOLS USED ON PACKAGING

Avive® Soft Tissue Membrane is DONATED HUMAN TISSUE processed in the United 
States by:

13631 Progress Blvd, Suite 400 
Alachua, FL 32615 

www.AxoGenInc.com 

Avive® Soft Tissue Membrane is a trademark of AxoGen Corporation.

LB-513-R02

Instructions For Use

Customer Care:
Direct Dial: 888.AxoGen1 (888.296.4361)
International: 1.386.462.6800
CustomerCare@AxoGenInc.com

DESCRIPTION
Avive® Soft Tissue Membrane is a human umbilical cord membrane allograft that is
prepared from a donor determined to be eligible based on the results of screening and 
testing. The umbilical cord tissue is minimally processed and provided sterile.

Avive® Soft Tissue Membrane is supplied sterile in a variety of lengths and widths to
allow the surgeon to choose the appropriate size to address the injured tissue.
Approximate lengths and widths are listed on the package label. It is for single patient
use only.

REGULATORY CLASSIFICATION
Avive® Soft Tissue Membrane is processed and distributed in accordance with US FDA
requirements for Human Cellular and Tissue-based Products (HCT/P) under 21 CFR
Part 1271 regulations, US State regulations and the standards of the American 
Association of Tissue Banks (AATB). Additionally, international regulations are followed 
as appropriate.

Avive® Soft Tissue Membrane is to be dispensed only by or on the order of a licensed 
health professional.

INDICATIONS FOR USE
Avive® Soft Tissue Membrane is processed umbilical cord intended for homologous use 
as a soft tissue covering.

CONTRAINDICATIONS
Avive® Soft Tissue Membrane is contraindicated for use in any patient in whom soft
tissue implants are contraindicated. This includes any pathology that would limit the
blood supply and compromise healing or evidence of a current infection.

WARNINGS
Careful donor screening, laboratory testing, tissue processing, and irradiation have 
been utilized to minimize the risks of transmission of relevant communicable diseases.
As with any processed human donor tissue, Avive® Soft Tissue Membrane cannot be 
guaranteed to be free of all pathogens and may transmit infectious agents.

Do not reuse or re-sterilize Avive® Soft Tissue Membrane.

DONOR RECOVERY AND SCREENING
After consent for donation is obtained, collection of the umbilical cord tissue is
performed in an aseptic manner by FDA registered and state licensed (where required)
US tissue banks. Donor eligibility is carefully evaluated as required by the US FDA and 
US State regulations. Additionally, donor eligibility is determined in accordance with 
AATB standards and appropriate international regulations. Tissue donors are evaluated 
for medical-social risk behaviors and relevant communicable diseases. Evaluation 
includes a review of the birth mother medical and social history, a physical examination 
of the birth mother and infant performed by appropriate healthcare personnel at the time 
of acquisition, serological testing, and tissue acquisition microbiology cultures.

Each donor is tested and shown to be negative or nonreactive for the following:
Human Immunodeficiency Virus (HIV) Type 1 Antibody
Human Immunodeficiency Virus (HIV) Type 2 Antibody
Hepatitis C Virus (HCV) Antibody
Hepatitis B Virus (HBV) Surface Antigen 
Hepatitis B Virus (HBV) Core Antibody (total)
Syphilis Rapid Plasma Reagin or Treponemal Specific Assay 
Human Immunodeficiency Virus (HIV) Nucleic Acid Test (NAT)
Hepatitis C Virus (HCV) Nucleic Acid Test (NAT)
Hepatitis B Virus (HBV) Nucleic Acid Test (NAT)
West Nile Virus (WNV) Nucleic Acid Test (NAT)

Additional testing may be performed, as required by local authorities in international
markets. If required, each donor is tested and shown to be negative or nonreactive for
the following:

Human T-Cell Lymphotropic Virus (HTLV) Type I Antibody
Human T-Cell Lymphotropic Virus (HTLV) Type II Antibody

All testing is performed by a laboratory registered with FDA to perform donor testing and
certified to perform such testing on human specimens under the US Clinical Laboratory
Improvement Amendments (CLIA) of 1988 and 42 CFR Part 493, or that has met
equivalent requirements as determined by the Centers for Medicare and Medicaid 
Services (CMS). The testing is conducted using test kits approved by the US FDA.

The Medical Director of AxoGen (US state licensed) has determined that the tissue is
suitable for transplantation in humans. Records of all testing and medical releases are 
maintained by AxoGen.

PROCESSING
Avive® Soft Tissue Membrane is processed in controlled environments using Good 
Tissue Practices (GTP) methods designed to prevent contamination and cross
contamination of the tissue. Processing involves the use of proprietary solutions and the 
processed tissue may contain traces of Polyhexamethylene Biguanide. The cleansing 
process preserves the inherent structure and properties of the tissue. After completion 
of processing, Avive® Soft Tissue Membrane is sized, packaged and sterilized by
irradiation in accordance with ISO 111371 guidelines.

Avive® Soft Tissue Membrane has been tested in accordance with ISO 109932

standards. The test results demonstrated that the processed allograft is biocompatible.

HOW SUPPLIED
Avive® Soft Tissue Membrane is packaged and inserted into two pouches. Each
chevron pouch is vacuum and heat-sealed to provide a sterile barrier and each pouch 
has a chevron seal. The chevron pouches provide a moisture barrier. Approximate 
lengths and widths are listed on the package label. Avive® Soft Tissue Membrane is
dried, then irradiated and supplied sterile. Contents of the outer foil package are sterile 
unless the package is open or damaged. Use caution when opening since Aviv® Soft 
Tissue Membrane is a small thin membrane and is extremely light weight.

TRANSPORT AND STORAGE
Avive® Soft Tissue Membrane must be stored at room temperature (15-30ºC (59-86ºF)).
The allograft was processed and packaged aseptically, terminally sterilized, and must
be handled in an aseptic manner to prevent contamination. See product label for
expiration date. The expiration date is in the form Year-Month and expiration is 
the last day of the labeled month.

It is the responsibility of the Healthcare Institution and end-use clinician to maintain 
Avive® Soft Tissue Membrane in appropriate storage conditions prior to transplantation 
and recipient records must be maintained for the purpose of tracing tissue post-
transplantation.

WARNING: DO NOT USE IF THE CHEVRON POUCH INTEGRITY HAS BEEN 
COMPROMISED. NOTIFY AXOGEN® CUSTOMER CARE IF THE CHEVRON POUCH 
INTEGRITY HAS BEEN COMPROMISED UPON RECEIPT.

PREPARATION INSTRUCTIONS FOR AVIVE® SOFT TISSUE MEMBRANE
1. Remove the pouch containing the graft from the box packaging.
2. Utilizing standard aseptic technique, peel open the outer foil chevron pouch and 

pass the inner pouch to the sterile field. Once the outer foil chevron pouch seal
has been broken, the graft must be transplanted (if appropriate) or otherwise 
discarded.

3. When ready, open the inner pouch (peel from chevron end) to place the graft.
4. Remove Avive® Soft Tissue Membrane from the pouch using sterile smooth 

forceps.
5. If necessary, trim the Avive® Soft Tissue Membrane to the appropriate 

dimensions.
6. The Avive® Soft Tissue Membrane may be placed directly on the surgical or

wound site or rehydrated prior to placement. If rehydration is desired, room
temperature sterile saline or sterile Lactated Ringer’s solution (LRS) can be used 
for rehydration. Hydrate Avive® Soft Tissue Membrane until the desired handling 
characteristics are achieved.

7. If desired, Avive® Soft Tissue Membrane may be sutured or secured into place.
8. If you wish to orient Avive® Soft Tissue Membrane epithelial side up, place the 

handling tab in upper left corner.

TISSUE UTILIZATION REPORT (TUR)
Each Avive® Soft Tissue Membrane package contains a Tissue Utilization Report (TUR)
and small peel- off product labels. In accordance with US FDA, US Joint
Commission and international requirements, a TUR should be completed for each
Avive® Soft Tissue Membrane used in the procedure and returned to AxoGen or
other representative as described on the TUR.

Record the distinct HCT/P identification code in hospital or facility records and in the 
patient’s file. Complete all information on the card, affix ONE (1) peel-off label of each 
Avive® Soft Tissue Membrane used, seal and return to AxoGen or other representative 
as described on the TUR.

It is the responsibility of the health care institution to maintain recipient records for the 
purpose of tracking tissue post-implantation. The Tissue Utilization Report is NOT
intended to be a substitute for a facility’s internal tissue transplantation tracking system.

POTENTIAL COMPLICATIONS
Inherent risks of any surgical procedure include, infection, blood loss, and anesthesia 
associated complications.

Additional complications that may be associated with these types of procedures may
potentially occur after implantation:

• Mild incisional redness;
• Tenderness of surgical area;
• Mild edema of surgical area;
• Controllable pain at surgical area;
• Decreased sensation; and,
• Numbness

These complications may be expected and are not required to be recorded unless they
increase in severity. Avive® Soft Tissue Membrane is processed human tissue. As with 
all donated human tissue products the risk for transmission of communicable disease 
does exist. Robust donor screening and selection criteria, completed as required by the 
US FDA and in accordance with AATB, state, and federal guidelines and regulations,
processing controls, and terminal sterilization with electron beam irradiation greatly
reduce but cannot totally eliminate this risk. As disease screening methods are limited,
certain diseases may not be detected. The following complications of tissue
transplantation may occur:

• Transmission of disease of unknown etiology;
• Transmission of known infectious agents including, but not limited to 

viruses, bacteria and fungi.

SINGLE EUROPEAN CODE (SEC) FOR TISSUES
If applicable, SEC Code is found on or attached to the outer carton.

DISPOSAL
Dispose of Avive® Soft Tissue Membrane in accordance with local, state and federal or
country regulations for disposal of human tissue.

REFERENCES
1. ISO 11137:2006 Sterilization of health care products — Radiation guidelines
2. ISO 10993:2003 Biological evaluation of medical devices

COMPLAINTS AND RETURNS
Adverse outcomes potentially attributable to the tissue must be reported promptly to 
AxoGen. Other complaints should be reported to AxoGen in a timely manner. If for any
reason tissue must be returned, a return authorization (RMA) is required from AxoGen.
Contact Customer Care prior to shipping. It is the responsibility of the health care 
institution returning the tissue to adequately package and label the tissue for return 
shipment.

INQUIRIES
For additional information, to place an order, or to report errors, accidents or potential
complications, contact:

If in the US:
AxoGen® Customer Care
Phone: 888.AxoGen1 (888.296.4361)
Email: CustomerCare@AxoGenInc.com

Customers outside of the US:
Contact the AxoGen authorized distributor servicing your facility, email AxoGen 
Customer Care or contact AxoGen directly in the US at 1.386.462.6800
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complications, contact:

If in the US:
AxoGen® Customer Care
Phone: 888.AxoGen1 (888.296.4361)
Email: CustomerCare@AxoGenInc.com

Customers outside of the US:
Contact the AxoGen authorized distributor servicing your facility, email AxoGen 
Customer Care or contact AxoGen directly in the US at 1.386.462.6800

SYMBOLS USED ON PACKAGING

Avive® Soft Tissue Membrane is DONATED HUMAN TISSUE processed in the United 
States by:

13631 Progress Blvd, Suite 400 
Alachua, FL 32615 

www.AxoGenInc.com 

Avive® Soft Tissue Membrane is a trademark of AxoGen Corporation.

LB-513-R02



Gebrauchsanleitung 

Kundendienst:  
Durchwahlnummer: 1-888.AxoGen1 (1-888.296.4361, in den USA) 
Internationale Rufnummer: 1.386.462.6800 
CustomerCare@AxoGenInc.com 

BESCHREIBUNG 
Die Avive® Soft Tissue Membrane ist ein menschliches Allotransplantat aus 
Nabelschnurmembran, das, ausgehend von einem Spender, der sich aufgrund der 
Ergebnisse aus Screening und Untersuchungen als geeignet erwiesen hat, präpariert 
wird. Das Nabelschnurgewebe wird nur minimal aufbereitet und steril geliefert.  

Die Avive® Soft Tissue Membrane wird steril in verschiedenen Längen und Breiten 
geliefert, um es dem Chirurgen zu ermöglichen, die für das beschädigte Gewebe 
geeignete Größe auszuwählen. Ungefähre Längen und Breiten sind auf dem 
Verpackungsetikett aufgeführt. Es ist nur für einen einzigen Patienten zu verwenden.  

REGULATORISCHE EINSTUFUNG 
Die Avive® Soft Tissue Membrane wird gemäß den Anforderungen der US-
amerikanischen FDA für menschliche zelluläre und auf Gewebe basierende Produkte 
(HCT/P) gemäß den 21 CFR Teil 1271 Richtlinien, Richtlinien des US-Bundesstaats 
und den Standards der American Association of Tissue Banks (AATB) verarbeitet und 
vertrieben. Außerdem werden die jeweiligen internationalen Richtlinien eingehalten.  

Die Avive® Soft Tissue Membrane darf nur von einem oder aufgrund einer 
Verschreibung durch einen eingetragenen Arzt abgegeben werden.  
 
ANWENDUNGSBEREICHE  
Die Avive® Soft Tissue Membrane ist verarbeitetes Nabelschnurgewebe zur homologen 
Verwendung als Weichgewebeabdeckung.  
 
KONTRAINDIKATIONEN  
Die Avive® Soft Tissue Membrane ist bei jedem Patienten kontraindiziert, bei dem 
Weichgewebeimplantate kontraindiziert sind. Dies schließt jegliche Pathologie ein, die 
die Blutzufuhr einschränkt und die Heilung oder Anzeichen einer aktuellen Infektion 
beeinträchtigt.
 
WARNHINWEISE 
Sorgfältiges Screening der Spender, Labortests, Gewebeverarbeitung und Bestrahlung 
wurden eingesetzt, um die Risiken der Übertragung von relevanten übertragbaren
Erkrankungen zu minimieren. Wie bei jedem verarbeiteten menschlichem 
Spendergewebe kann nicht garantiert werden, dass die Avive® Soft Tissue Membrane
frei von infektiösen Wirkstoffen ist.
 
Die Avive® Soft Tissue Membrane nicht wiederverwenden oder erneut sterilisieren.  

GEWINNUNG UND SCREENING VON SPENDERN 
Nachdem die Einwilligung zur Spende erhalten wurde, erfolgt die Entnahme von 
Nabelschnurgewebe in aseptischer Weise durch von der FDA registrierte und 
bundesstaatlich lizenzierte (sofern erforderlich) US-Gewebebanken. Die Eignung des
Spenders wird, wie gemäß den Richtlinien der US-amerikanischen FDA und der 
Bundesstaaten erforderlich ist, sorgfältig geprüft. Die Eignung des Spenders wird 
darüber hinaus gemäß AATB-Standards und den entsprechenden internationalen 
Richtlinien ermittelt. Gewebespender werden auf medizinisch-soziales Risikoverhalten
und relevante übertragbare Erkrankungen untersucht. Die Untersuchung beinhaltet eine 
Prüfung der medizinischen und sozialen Vorgeschichte der leiblichen Mutter, eine 
körperliche Untersuchung der leiblichen Mutter und des Säuglings durch geeignete 
medizinische Mitarbeiter zum Zeitpunkt der Gewinnung, serologische Tests und 
mikrobiologische Kulturen zur Gewebegewinnung.  
 
Jeder Spender wird auf Folgendes getestet und muss sich als negativ oder nicht-
reaktiv erweisen:  

Antikörper gegen das menschliche Immunschwächevirus (HIV) Typ 1  
Antikörper gegen das menschliche Immunschwächevirus (HIV) Typ 2  
Antikörper gegen Hepatitis C-Virus (HCV)  
Oberflächenantigen des Hepatitis B-Virus (HBV)  
Antikörper gegen Hepatitis B-Virus (HBV)-Kern (gesamt)  
Syphilis – Rapid-Plasma-Reagin-Test oder treponemaspezifischer Assay  
Humanes Immundefizienz-Virus (HIV) – Nukleinsäuretest (NAT)  
Hepatitis C-Virus (HCV) – Nukleinsäuretest (NAT) 
Hepatitis B-Virus (HBV) – Nukleinsäuretest (NAT)  
West-Nil-Virus (WNV) – Nukleinsäuretest (NAT) 

 
Gemäß den Anforderungen von lokalen Behörden in internationalen Märkten können 
weitere Tests durchgeführt werden.  Falls erforderlich, wird jeder Spender getestet und 
muss sich als negativ oder nicht-reaktiv auf Folgendes erweisen: 

Antikörper gegen humanes T-Zell-lymphotropes Virus (HTLV) Typ I  
Antikörper gegen humanes T-Zell-lymphotropes Virus (HTLV) Typ II 

Alle Tests werden von einem zur Vornahme von Spendertests bei der FDA registrierten 
Labor durchgeführt, das zur Vornahme solcher Tests an menschlichen Proben gemäß 
den Clinical Laboratory Improvement Amendments (CLIA) von 1988 und 42 CFR Teil 
493 zertifiziert ist oder das Anforderungen erfüllt, die von den US-amerikanischen 
Centers for Medicare and Medicaid Services (CMS) festgelegt wurden und die als
gleichwertig gelten. Die Tests werden mit Test-Kits durchgeführt, die von der US-
amerikanischen FDA zugelassen sind.  

Der ärztliche Direktor von AxoGen (US-bundesstaatlich lizenziert) hat bestimmt, dass 
das Gewebe für die Transplantation in Menschen geeignet ist. AxoGen pflegt 
Unterlagen zu allen Tests und medizinischen Freigaben. 
 
VERARBEITUNG 
Die Avive® Soft Tissue Membrane wird in kontrollierten Umgebungen unter Verwendung
von Methoden der Good Tissue Practice (GTP) verarbeitet, die entwickelt wurden, um 
Kontamination und Kreuzkontamination des Gewebes zu verhindern. Die Verarbeitung 
beinhaltet die Verwendung von proprietären Lösungen und das verarbeitete Gewebe 
kann Spuren von Polyhexamethylen-Biguanid enthalten. Der Reinigungsprozess 
bewahrt die inhärenten Strukturen und Eigenschaften des Gewebes. Nachdem die 
Verarbeitung abgeschlossen ist, wird die Avive® Soft Tissue Membrane nach Größe 
geordnet, verpackt und gemäß ISO-111371-Richtlinien mit Bestrahlung sterilisiert.  

Die Avive® Soft Tissue Membrane ist gemäß ISO-109932-Standards getestet worden. 
Die Testergebnisse zeigen, dass das verarbeitete Allotransplantat biokompatibel ist. 
 
LIEFERFORM 
Die Avive® Soft Tissue Membrane ist in zwei Beuteln verpackt und eingeführt. Jeder 
Chevron-Beutel ist vakuumverpackt und heißgesiegelt, um für eine sterile Barriere zu
sorgen, und jeder Beutel weist eine Chevron-Siegelung auf. Die Chevron-Beutel stellen
eine Feuchtigkeitsbarriere dar. Ungefähre Längen und Breiten sind auf dem 
Verpackungsetikett aufgeführt. Die Avive® Soft Tissue Membrane wird getrocknet, 
bestrahlt und steril geliefert. Der Inhalt der Folienverpackung ist steril, es sei denn, die
Verpackung ist offen oder beschädigt. Beim Öffnen ist Vorsicht angebracht, da die
Avive® Soft Tissue Membrane eine kleine, dünne Membran und äußerst leichtgewichtig 
ist.  
 
TRANSPORT UND LAGERUNG  
Avive® Soft Tissue Membrane ist bei Raumtemperatur (15-30 ºC (59-86 ºF)) zu lagern. 
Das Allotransplantat wurde unter aseptischen Bedingungen verarbeitet und verpackt, 
abschließend sterilisiert und ist auf aseptische Weise zu behandeln, um eine 
Kontamination zu vermeiden. Ablaufdatum siehe Produktetikett. Das Ablaufdatum 
ist in der Form Jahr-Monat angegeben und der Ablauftag ist der letzte Tag des 
angegebenen Monats.  
 
Es liegt in der Verantwortung der Gesundheitseinrichtung und des klinischen 
Endbenutzers, die Avive® Soft Tissue Membrane vor der Transplantation unter 
geeigneten Lagerbedingungen aufzubewahren und es sind Empfängerakten zum 
Zweck der Rückverfolgung des Gewebes nach der Transplantation zu führen. 
 
WARNUNG: NICHT VERWENDEN, WENN DER CHEVRON-BEUTEL NICHT 
UNVERSEHRT IST. INFORMIEREN SIE DEN KUNDENDIENST VON AXOGEN®, 
WENN DER CHEVRON-BEUTEL BEI ERHALT NICHT UNVERSEHRT IST. 
 
PRÄPARATIONSANWEISUNGEN FÜR DIE AVIVE® SOFT TISSUE MEMBRANE 
1. Den Beutel mit dem Transplantat aus dem Karton nehmen. 
2. Den äußeren Chevron-Beutel mit aseptischen Standardtechniken aufziehen und 

den inneren Beutel an das sterile Feld übergeben. Sobald das Siegel des 
äußeren Chevron-Beutels zerstört wurde, muss das Transplantat eingesetzt 
(sofern angemessen) oder ansonsten entsorgt werden. 

3. Ist alles bereit, den inneren Beutel öffnen (vom Chevron-Ende aus aufziehen),
um das Transplantat einzusetzen.  

4. Die Avive® Soft Tissue Membrane mit einer glatten Pinzette aus dem Beutel
nehmen. 

5. Die Avive® Soft Tissue Membrane, falls nötig, auf die geeigneten Abmessungen
zuschneiden.  

6. Die Avive® Soft Tissue Membrane muss direkt auf die chirurgische Stelle bzw. 
Wundstelle platziert oder vor der Platzierung rehydriert werden. Ist eine 
Rehydrierung gewünscht, kann eine sterile Kochsalzlösung oder sterile Ringer-
Laktat-Lösung (RL) mit Raumtemperatur dazu verwendet werden. Die Avive® 
Soft Tissue Membrane hydrieren, bis die gewünschten Handhabungsmerkmale 
erreicht sind.  

7. Auf Wunsch kann die Avive® Soft Tissue Membrane vernäht oder fixiert werden. 
8. Soll die Avive® Soft Tissue Membrane mit der Epithelseite nach oben 

ausgerichtet werden, die Handhabungslasche in die obere linke Ecke platzieren.
 
TISSUE UTILIZATION REPORT (TUR)  
Jede Verpackung mit der Avive® Soft Tissue Membrane enthält einen Tissue Utilization 
Report (TUR, deutsch: Gewebeverwendungsbericht) und kleine, abziehbare 
Produktetiketten. In Übereinstimmung mit Anforderungen der US-amerikanischen 
FDA und der US Joint Commission sowie internationalen Anforderungen sollte 
für jede beim Eingriff verwendete Avive® Soft Tissue Membrane ein TUR 
ausgefüllt und - wie im TUR beschrieben - an AxoGen oder eine Vertretung 
zurückgeschickt werden.  
 

Den eindeutigen HCT/P-Identifizierungscode in den Unterlagen der Klinik oder 
Einrichtung und in der Akte des Patienten angeben. Alle Angaben auf der Karte 
ausfüllen, EIN (1) Abziehetikett von jeder verwendeten Avive® Soft Tissue Membrane 
anbringen, verschließen und – wie im TUR beschrieben – an AxoGen oder eine 
Vertretung zurückschicken. 

Die medizinische Institution ist für die Pflege der Empfängerunterlagen zur Verfolgung 
des Gewebes nach der Implantation verantwortlich. Der Tissue Utilization Report ist 
NICHT als Ersatz für das interne Gewebetransplantationsverfolgungssystem der 
Einrichtung vorgesehen. 

MÖGLICHE KOMPLIKATIONEN  
Inhärente Risiken eines jeden chirurgischen Verfahrens beinhalten Infektionen, 
Blutverlust und mit Anästhesie verbundene Komplikationen.  

Zusätzliche Komplikationen, die mit dieser Art Verfahren verbunden sein können, treten 
unter Umständen nach der Implantation auf:  

• leichte Rötung der Einschnittstelle;
• Druckempfindlichkeit im Operationsgebiet; 
• leichtes Ödem im Operationsgebiet;
• beherrschbare Schmerzen im Operationsgebiet;
• verminderte Sinneswahrnehmung;
• Taubheit.

 
Diese Komplikationen können erwartet werden und müssen nicht erfasst werden, es sei 
denn, der Schweregrad steigert sich. Die Avive® Soft Tissue Membrane ist verarbeitetes 
menschliches Gewebe. Wie bei allen gespendeten menschlichen Gewebeprodukten, 
besteht das Risiko der Übertragung von übertragbaren Krankheiten. Durch Einhaltung 
strenger Screening- und Auswahlkriterien für Spender entsprechend den 
Anforderungen der US-amerikanischen FDA und gemäß allen staatlichen, Bundes- und 
AATB-Richtlinien und Vorschriften sowie Verarbeitungskontrollen und die 
Endsterilisation mit Elektronenstrahl-Bestrahlung wird dieses Risiko zwar erheblich 
vermindert, kann aber nicht zur Gänze ausgeschaltet werden. Da Methoden der 
Früherkennung von Krankheiten begrenzt sind, kann es möglich sein, dass bestimmte 
Krankheiten nicht erkannt werden. Es kann zu den folgenden Gewebetransplantations-
Komplikationen kommen: 

• Übertragung von Krankheiten mit unklarer Ätiologie; 
• Übertragung von bekannten Infektionserregern, einschließlich aber nicht

beschränkt auf Viren, Bakterien und Pilze.  
 
EINHEITLICHER EUROPÄISCHER CODE (SINGLE EUROPEAN CODE, SEC) FÜR 
GEWEBE 
Falls zutreffend befindet sich der SEC-Code auf der Außenverpackung oder ist dieser 
zugefügt. 

ENTSORGUNG 
Die Avive® Soft Tissue Membrane ist gemäß lokalen, staatlichen und bundesstaatlichen 
oder länderspezifischen Richtlinien für menschliches Gewebe zu entsorgen.  

QUELLENANGABEN  
1. ISO 11137:2006 Sterilisation von Produkten für die Gesundheitsfürsorge – 

Bestrahlungsrichtlinien  
2. ISO 10993:2003 Biologische Beurteilung von Medizinprodukten 
 
BESCHWERDEN UND RÜCKGABEN 
Alle negativen Ergebnisse, die möglicherweise auf das Gewebe zurückzuführen sind, 
müssen AxoGen unverzüglich gemeldet werden. Sonstige Beschwerden müssen 
AxoGen zeitnah gemeldet werden. Muss das Gewebe aus irgendeinem Grund 
zurückgegeben werden, ist eine Rückgabeautorisierung (RMA) von AxoGen 
erforderlich. Vor dem Versand ist der Kundendienst zu kontaktieren. Die medizinische 
Institution, welche das Gewebe zurückgibt, ist für eine angemessene Verpackung und 
Etikettierung des Gewebes zur Rücksendung verantwortlich.  
 
ANFRAGEN 
Kontakt für weitere Informationen, zur Bestellung oder zur Meldung von Fehlern oder 
möglicher Komplikationen:  
 
In den USA:  
AxoGen® Kundendienst 
Telefon: 1-888.AxoGen1 (1-888.296.4361, in den USA) 
E-Mail: CustomerCare@AxoGenInc.com 
 
Kunden außerhalb der USA:  
Bitte wenden Sie sich an die für Ihre Einrichtung zuständige autorisierte 
Vertriebsniederlassung von AxoGen, senden Sie eine E-Mail an den AxoGen-
Kundendienst oder wenden Sie sich direkt unter  
+1-386.462.6800) an AxoGen in den USA. 

AUF DER PACKUNG VERWENDETE SYMBOLE 

 
Die Avive® Soft Tissue Membrane ist GESPENDETES MENSCHLICHES GEWEBE, 
das in den USA verarbeitet wurde von:  

 
13631 Progress Blvd, Suite 400 
Alachua, FL 32615, USA 
www.AxoGenInc.com 

Avive® Soft Tissue Membrane ist eine Marke der AxoGen Corporation.

LB-513-R03 

Produktcode 

Chargennummer 

Temperaturgrenze 

Nicht wiederverwenden/resterilisieren 

Der Inhalt ist steril, sofern die äußere Verpackung nicht beschädigt ist, 
Strahlensterilisation 

Siehe Gebrauchsanleitung 

Ablaufdatum 

使用說明 

 
客戶服務： 
直撥：888.AxoGen1 (888.296.4361) 
國際：1.386.462.6800 
CustomerCare@AxoGenInc.com 
 
產品描述 
Avive® Soft Tissue Membrane 是一種人源性臍帶膜同種異體移植物，從根據篩查和檢測

結果確定為符合條件的供體製備而來。臍帶組織經最低限度加工，無菌提供。 
 
Avive® Soft Tissue Membrane 以各種長度和寬度無菌提供，外科醫師可根據受傷組織的

需要選擇適當的尺寸。包裝標籤上列出了大致的長度和寬度。僅供單個患者使用。 
 
法規分類 
Avive® Soft Tissue Membrane 根據美國 FDA 對人體細胞和組織基產品 (HCT/P) 的要求

進行加工和分發，符合 21 CFR 第 1271 部分法規、美國國家法規和美國組織庫協會

(AATB) 標準。另外，亦遵守國際法規（視情況而定）。 
 
Avive® Soft Tissue Membrane 僅應由持照醫療保健專業人士或遵醫囑進行分發。 
 
適應症  
Avive® Soft Tissue Membrane 是經過加工的臍帶，適合同源使用，作為軟組織覆蓋物。 

禁忌症  
Avive® Soft Tissue Membrane 禁忌用於對任何軟組織植入物禁忌的患者。這包括可能限

制血液供應並影響癒合的任何病理或目前感染的臨床證據。 

警告 
我們已透過精心的供體篩查、實驗室檢測、組織加工和照射，盡量減少相關傳染病傳播

的風險。與任何經過加工的人類供體組織一樣，Avive® Soft Tissue Membrane 不能保證

不含任何病原體，它可能會傳播感染因數。 
 
請勿重複使用或對 Avive® Soft Tissue Membrane 進行重新滅菌。 

供體恢復和篩查 
在獲得捐贈同意後，由 FDA 註冊並國家許可（如果需要）的美國組織庫以無菌方式收集

臍帶組織。供體資格按照美國 FDA 和美國國家法規的要求進行仔細評估。此外，供體資

格是根據 AATB 標準和適當的國際法規確定的。組織供體經過醫療社會風險行為和相關

傳染病評估。評估內容包括對出生母親的醫療和社會歷史的審查、在獲得時由適當醫療

保健專業人士對出生母親和嬰兒的體檢、血清學檢測以及組織獲取微生物培養。 
 
每個供體均接受以下项目檢測且顯示為陰性或非反應性： 

人類免疫缺陷病毒 (HIV) 1 型抗體  
人類免疫缺陷病毒 (HIV) 2 型抗體  
C 型肝炎病毒 (HCV) 抗體  
B 型肝炎病毒 (HBV) 表面抗原  
B 型肝炎病毒（HBV）核心抗體（總抗體）  
梅毒快速血漿反應素或梅毒螺旋體特異性試驗  
人體免疫缺陷病毒 (HIV) 核酸檢測 (NAT)  
C 型肝炎病毒 (HCV) 核酸檢測 (NAT) 
B 型肝炎病毒 (HBV) 核酸檢測 (NAT)  
西尼羅病毒 (WNV) 核酸檢測 (NAT) 

 
在國際市場上應地方當局的要求可能會進行額外的檢測。如果需要，每個供體均接受以

下项目測試且顯示為陰性或非反應性： 
 

人類 T 細胞淋巴細胞病毒 (HTLV) I 型抗體  
人類 T 細胞淋巴細胞病毒 (HTLV) II 型抗體  

 
所有檢測均由 FDA 註冊且認證合格的實驗室來進行，該實驗室根據 1988 年的美國臨床

實驗室改進修正案 (CLIA) 和 42 CFR 第 493 部分在 FDA 註冊可進行供體檢測且經認證

合格可對人體標本進行此類檢測，或者符合由聯邦醫療保險和醫療補助服務中心 (CMS) 
確定的等同要求。檢測使用美國 FDA 批准的檢測試劑盒進行。 
 
AxoGen 醫療總監（持有美國國家執照）已確定该組織適合人類的移植。所有檢測和醫療

授權書由 AxoGen 負責維護。 
 
加工 
Avive® Soft Tissue Membrane 在受控環境下採用可防止組織污染和交叉污染的良好組織

實踐（GTP）方法加工。加工涉及專有溶液的使用，經加工的組織可能含有痕量的聚六

亞甲基雙胍。清潔過程保留了組織的固有結構和性質。加工完成後，按照 ISO 11137  1   
準則將 Avive® Soft Tissue Membrane 切割成需要的尺寸規格，並進行包裝和照射滅菌。 
 
Avive® Soft Tissue Membrane 經測試符合 ISO 10993 2 標准。測試結果表明，經加工的

同種異體移植物是生物相容的。 
 
供貨方式 
Avive® Soft Tissue Membrane 包裝好並放在兩個小袋內。每個人字紋袋都是真空和熱密

封的，以提供無菌屏障，每個小袋都有人字紋密封。人字紋袋有防潮層。包裝標籤上列

出了大致的長度和寬度。Avive® Soft Tissue Membrane 是乾燥的，然後經過照射滅菌，

無菌提供。金屬箔外包裝的內容物是無菌的，除非包裝開啟或損壞。開封時要小心，因

為 Avive® Soft Tissue Membrane 是一片很小的薄膜，重量極輕。 

運輸和儲存  
Avive® Soft Tissue Membrane 必須在室溫 (15°C-30°C (59°F-86°F)) 下儲存。該同種異

體移植物採用無菌方式加工和包裝，經過最終滅菌，必須以無菌方式處理以防止污染。

參見產品標籤上的有效日期。有效日期為年月形式，過期日為標示月份的最後一天。 
 
醫療保健機構和最終使用產品的臨床醫師有責任在移植前將 Avive® Soft Tissue 
Membrane 保存在適當的儲存條件下，並且必須保存接收記錄，以便移植後追蹤組織。 

警告：人字紋袋如有破損，請勿使用。在收到時人字紋袋如有破損，請通知 AXOGEN® 
客戶服務。 

AVIVE® SOFT TISSUE MEMBRANE 準備說明 
1. 從包裝盒中取出含有移植物的小袋。 
2. 採用標準的無菌技術，剝去外部的金屬箔人字紋袋並將內袋移至無菌區域。一旦

外部的金屬箔人字紋袋密封破損，移植物必須移植（如適用）或丟棄。

3. 準備好後，打開內袋（從人字紋端撕開），準備放置移植物。 
4. 使用無菌無齒鉗從小袋中取出 Avive® Soft Tissue Membrane。 
5. 如有必要，將 Avive® Soft Tissue Membrane 修剪到適當的尺寸。 
6. Avive® Soft Tissue Membrane 可以直接放置在外科手術或傷口部位，或在放置前

進行再水合。如果需要再水合，可以使用室溫無菌鹽水或無菌乳酸鹽 Ringer 氏溶

液 (LRS) 進行再水合。水合 Avive® Soft Tissue Membrane，直到達到所需的處理

特性。 
7. 如果需要，可以對 Avive® Soft Tissue Membrane 進行縫合或固定。 
8. 如果希望將 Avive® Soft Tissue Membrane 上皮面朝上，請將處理標籤放在左上

角。 
 
組織利用報告 (TUR)  
每個 Avive® Soft Tissue Membrane 包裝內含有一份組織利用報告 (TUR) 和小剝離式產

品標籤。根據美國 FDA、美國醫療機構評審國際聯合委員會的要求，應為手術中使用的

每個 Avive® Soft Tissue Membrane 填寫 TUR，並返回給 AxoGen 或 TUR 上標明的

其他代表。 

在醫院或醫療設施記錄和患者檔案中記錄確切的 HCT / P 識別碼。填寫卡上的所有資

訊，對應所使用的每個 Avive® Soft Tissue Membrane 貼上一張（1）剝離式標籤，密封

好並返回給 AxoGen 或 TUR 上標明的其他代表。 

醫療保健機構有責任維護接收人記錄，以便在植入後追蹤組織。組織利用報告無意於替

代醫療設施的內部組織移植後追蹤系統。 

潛在併發症 
外科手術的固有風險包括感染、失血和麻醉相關併發症。 

植入後可能發生其他併發症，這些併發症可能與這些類型的手術相關： 
• 輕度切口發紅； 
• 手術區域觸痛； 
• 手術區域輕度水腫； 
• 手術區域可控疼痛； 
• 感覺減退；以及 
• 麻木 

這些併發症預期可能會發生，並且不需要記錄，除非加重。 
Avive® Soft Tissue Membrane 是經加工的人體組織。與所有捐贈的人體組織產品一樣，

傳染病傳播的風險確實存在。根據美國 FDA 要求並且遵循 AATB、州和聯邦準則和法規

制訂的完善的供體篩查和選擇標準、加工控制以及採用電子束照射的最終滅菌會大大降

低風險，但並不能完全消除這種風險。由於疾病篩查方法有限，某些疾病可能無法檢

出。組織移植可能發生以下併發症： 
• 病因不明疾病的傳播； 
• 已知的感染因子的傳播，包括但不限於病毒、細菌和真菌。 

組織的單一歐洲編碼 (SEC) 
如適用，SEC 編碼可在外箱上找到或附在外箱上。 

處置 
根據地方、州和聯邦或國家的人體組織處置法規處置 Avive® Soft Tissue Membrane。 

參考文獻

1. ISO 11137:2006 Sterilization of health care products — Radiation guidelines 
2. ISO 10993:2003 Biological evaluation of medical devices 
 
投訴與退貨 
可能歸因於組織的不良結果必須及時報告給 AxoGen。其他投訴應及時向 AxoGen 報

告。如果由於任何原因必須退回組織，則需要從 AxoGen 取得退貨授權 (RMA)。運送前

請聯絡客戶服務。退回組織的醫療保健機構有責任包裝好並標示清楚組織退貨件。 
 
問詢 
如需其他資訊、下訂單或報告錯誤、意外事件或潛在併發症，請聯絡：

如果在美國：

AxoGen® 客戶服務 
電話：888.AxoGen1 (888.296.4361) 
電子郵件：CustomerCare@AxoGenInc.com 
 
美國以外的客戶： 
聯絡 AxoGen 授權經銷商為您的醫療設施提供服務，發送電子郵件至 AxoGen 客戶服務

或在美國直接聯絡 AxoGen ，電話：1.386.462.6800 
 
包裝上使用的符號

 
Avive® Soft Tissue Membrane 是捐獻的人體組織，由以下公司在美國加工： 

 
13631 Progress Blvd, Suite 400 
Alachua, FL 32615 
www.AxoGenInc.com 
 
Avive® Soft Tissue Membrane 是 AxoGen Corporation 的商標。 

LB-513-R03 

產品代碼

批號

溫度限制

請勿重複使用/重新滅菌 

除非外包裝損壞，否則內容物均為無菌，照射滅菌

參見使用說明

有效日期

 
 استخدام تعلیمات

  العملاء: خدمة
 AxoGen1.888 )888.296.4361( المباشر: الاتصال

 1.386.462.6800 دولي:
CustomerCare@AxoGenInc.com 

 
 وصف

Avive® Membrane Tissue Soft متبرع من تحضیره جرى سُري حبل من بشري خیفي طُعم غشاء عن عبارة 
  مُعقمًا. ویُوفَر معالجة درجة لأقل السُري الحبل نسیج یخضع والاختبار. الفحص نتائج على بناءًا مؤھلاً  یكون أن تَقرر

 
Avive® Membrane Tissue Soft باختیار للجراح تسمح كي والعرض الأطوال مختلفة مجموعة في مُعقَمًا یتوفر 

 لاستخدام وتُعد العبوة. غلاف على والعرض للأطوال التقریبیة القیاسات تُوضّح المُصاب. النسیج لعلاج المناسب الحجم
  فقط. الواحد المریض

 تنظیمي تصنیف
 الخلویة للمنتجات الأمریكیة والدواء الغذاء إدارة لمتطلبات وفقاً ومُوزع مُصنع Avive® Membrane Tissue Soft إن

 ومعاییر الأمریكیة الولایة وقوانین ،1271 قسم 21 رقم بعنوان الفیدرالیة اللوائح مدونة قوانین بمقتضى البشریة والنسیجیة
  الاقتضاء. حسب الدولیة انینالقو تتبع ذلك، على علاوة ).AATB( الأنسجة لبنوك الأمریكیة الجمعیة

  منھ. بطلب أو مُرخَّص صحیة رعایة مُتخصص خلال من إلا Membrane Tissue Soft ®Avive توزیع یجري لا

  الاستخدام تعلیمات
  رخو. نسیجي كغطاء المثلي للاستخدام خصیصًا مُصَنع سُري حبل Membrane Tissue Soft ®Avive یُعد

 
الاستخدامموانع
 ذلك ویشمل الرخوة. الأنسجة زراعة من الممنوعین المرضى لدى Avive® Membrane Tissue Soft استخدام یُمنع
  حالیة. عدوى وجود إثبات أو الجروح التئام على ویؤثر الدم إمدادات من یحُد قد مرض أي

 تحذیرات
 ذات المعدیة الأمراض نقل مخاطر من للحد والتشعیع الأنسجة ومعالجة المعملیة والتحالیل للمتبرع الدقیقة الفحوص تُستخدَم
 أن Membrane Tissue Soft ®Avive ضمان یُمكن لا مُصنع، بشري متبرع نسیج أي مع الحال ھو وكما الصلة.
 مُعدیة. واملع ینقل وقد الأمراض مُسببات كافة من خالیًا یكون

 
  .Membrane Tissue Soft ®Avive تعقیم أو استخدام تعد لا

 
 وفحصھ المتبرع تعاف

 المسجلة الأمریكیة الأنسجة بنوك خلال من مُعقّمة بطریقة السُري الحبل نسیج جمع یجري المتبرع، موافقة على الحصول بعد
 والدواء الغذاء لإدارة وفقًأ بدقة المتبرع أھلیة تقییم یتم لزم). (إذا الدولة قبل من والمُرخصة الأمریكیة والدواء الغذاء بإدارة

 )AATB( الأنسجة لبنوك الأمریكیة الجمعیة لمعاییر وفقًا المتبرع أھلیة تتحدد كما الأمریكیة. الولایة ولوائح الأمریكیة
 والأمراض والاجتماعیة الطبیة الخطورة كیاتسلو لتحدید الأنسجة متبرعي تقییم یجري الاقتضاء. حسب الدولیة والقوانین

 من والرضیع الحقیقیة للأم بدنیًا وفحصًا الحقیقیة، للأم والاجتماعي الطبي للتاریخ استعراضًا التقییم یشمل الصلة. ذات المُعدیة
  الأنسجة. لنزع میكروبیولوجیا ومزارع مصلي، واختبار النزع، وقت في مناسبین صحیة رعایة موظفي خلال

 
یلي:فیمامتفاعلغیرأوسلبيكانإذاماویُوضحمتبرعكلفحص یجري

  الأول النوع الإیدز) (فیروس البشریة المناعة نقص لفیروس مضادة أجسام
  الثاني النوع الإیدز) (فیروس البشریة المناعة نقص لفیروس مضادة أجسام
  سي الكبد إلتھاب لفیروس مضادة أجسام

  بي الكبد إلتھاب لفیروس السطحي الأنتیجین
  بي الوبائي الكبد إلتھاب لفیروس الكلیة) (الأضداد رئیسیة مضادة أجسام
اجِنَةُ  اختبار ةِ  الرَّ ریعَة البلازْمِیَّ   الزُھري لفحص المحددة اللولبیات اختبار أو السَّ
  (الإیدز) البشریة المناعة نقص لفیروس النووي الحمض اختبار

 سي الكبد إلتھاب لفیروس النووي الحمض ختبارا 
  بي الوبائي الكبد إلتھاب لفیروس النووي الحمض اختبار 

 النیل غرب لفیروس النووي الحمض اختبار
 

 ویُوضح متبرع كل فحص یجري لزم، إذا الدولیة. الأسواق في المحلیة السلطات تقتضي ما حسب إضافي فحص عمل یجري قد
 یلي: فیما متفاعل غیر أو سلبي كان إذا ما

  الأول النوع الانتحاء اللمفیة البشریة التائیة الخلایا لفیروس مضادة أجسام
  الثاني النوع الانتحاء اللمفیة البشریة التائیة الخلایا لفیروس مضادة أجسام

للمتبرع ومعتمد لإجراء مثل لإجراء فحوص  تجري كافة الفحوص من خلال معمل مسجل بإدارة الغذاء والدواء الأمریكیة 
) ومدونة CLIA( 1988ھذه الاختبارات على عینات بشریة بمقتضى تعدیلات تحسین المختبرات السریریة الأمریكیة لعام 

، أو التي حققت المتطلبات المماثلة حسبما تقرره مراكز الرعایة الطبیة 493القسم  42عنوان  CFRاللوائح الفیدرالیة 
). تجري الفحوصات من خلال استخدام لوازم الفحص التي اعتمدتھا إدارة الغذاء والدواء الأمریكیة CMSوالخدمات الطبیة (

US FDA . 
 

 تحتفظ البشر. في للزرع مناسب النسیج أن المتحدة) الولایات من (مُرخص AxoGen جین أكسو لشركة الطبي قررالمدیر
 الطبیة. والمنشورات الفحوصات بكافة الخاصة بالسجلات AxoGen جین أكسو

 
 التصنیع

 الجیدة النسیج ممارسات وسائل باستخدام للتحكم خاضعة أوساط في Avive® Membrane Tissue Soft تصنیع تم
 آثار على المُصنع النسیج یحتوي وقد الملكیة مسجلة حلول استخدام التصنیع یشمل للنسیج. العابر والتلوث التلوث لمنع المُعدة

 قیاس یجري التصنیع، إتمام بعد وخصائصھ. للنسیج الداخلي التركیب على التنظیف عملیة تُبقي كما بیغوانید. لبولیھیكسامثیلین
 .ISO1 11137 الأیزو لإرشادات وفقًا التشعیع طریق عن وتعقیمھ وتغلیفھ Membrane Tissue Soft ®Avive حجم

 أن الفحص نتائج أوضحت .ISO2 10993 الأیزو لمعاییر وفقًا Membrane Tissue Soft ®Avive اختبار جرى
  حیویًا. متوافق المُصنع الخیفي الطُعم

 
 الإمداد طریقة
 لتوفیر بالحرارة وغلقھ شیفرون كیس كل تفریغ جرى كیسین. في ویدخل Membrane Tissue Soft ®Avive یُغلف
 للأطوال التقریبیة القیاسات تُوضّح مرطبًا. حائلاً  شیفرون أكیاس توفر شیفرون. ختم على كیس كل یحتوي كذلك مُعقم. حائل

 الغلاف محتویات عقمًا.مُ  ویُقدّم یُشَعّع ثم ،Membrane Tissue Soft ®Avive یُجفف العبوة. غلاف على والعرض
Tissue Soft ®Avive  لأن الفتح عند الحذر توخ تالفة. أو مفتوحة العبوة تكن لم إذا مُعقمة الفویل الخارجي

Membrane للغایة. خفیفًا وزنًا یزن وصغیرًا رقیقًا غشاءًا یعتبر  

  والتخزین النقل
درجة  86-59درجة مئویة) ( 30-15في درجة حرارة الغرفة ( Soft Tissue Membrane ®Aviveیجب تخزین 

مُعقمة لمنع التلوث.  فھرنھایت). تم تصنیع الطُعم الخیفي وتغلیفھ بطریقة تطھیریة، ومُعقمة تمامًا، ویجب التعامل معھ بطریقة
الشھر وتاریخ  -ى شكل السنة انظر بطاقة المنتج للتأكد من تاریخ انتھاء الصلاحیة. تمت صیاغة تاریخ إنتھاء الصلاحیة عل

  الإنتھاء ھو آخر یوم في الشھر المكتوب.

Tissue Soft ®Avive  على للحفاظ النھائي المستخدم السریري والطبیب الصحیة الرعایة مؤسسة مسؤلیة إنھا
Membrane زرع بعد الحالة تتبع أجل من المتلقي سجلات حفظ ینبغي كما الزرع. عملیة قبل ملائمة تخزین ظروف في 

  النسیج.

 سلامة تأثر حالة في ®AXOGEN جین أكسو عملاء خدمة أخطر الشیفرون. كیس سلامة تأثر حالة في تستخدم لا حذیر:ت
 التسلم. عند الشیفرون كیس

 AVIVE® MEMBRANE TISSUE SOFT لاستخدام التحضیر تعلیمات
 التغلیف. علبة من الغشاء على یحتوي الذي الكیس انزع .1
 إلى الداخلي الكیس ومرر الفویل من المصنوع الخارجي شیفرون كیس لفتح اكشط القیاسیة، التعقیم تقنیة باستخدام .2

 أو ملائمة) كانت (إذا الغشاء زرع یجب الفویل، من المصنوع الخارجي شیفرون كیس ختم نزع بمجرد مُعقم. وسط
 استبعادھا. یتم

  الرُقعة. لتثبیت شیفرون) نھایة من (قشر الداخلي الكیس افتح جاھزًا، تُصبح عندما .3
 مُعقم. أملس ملقط باستخدام الكیس من Membrane Tissue Soft ®Avive انزع .4
  المناسبة. الأبعاد حسب Avive the® Membrane Tissue Soft بتشذیب قم الحاجة، عند .5
 قبل إماھتھ یُعاد وقد الجرح أو الجراحي الموضع على مباشرة Membrane Tissue Soft ®Avive یوضع قد .6

 Ringer’s Lactated محلول أو مُعقم ملح محلول استخدام یُمكن الإماھة، إعادة في الرغبة حالة في وضعھ.
 الخصائص تحقیق حتى Membrane Tissue Soft ®Avive بإماھة قم الغرفة. حرارة درجة في المُعقم

  للتعامل. المرغوبة
 تثبیتھ. أو مكانھ في Membrane Tissue Soft ®Avive خیاطة یمكن الرغبة، عند .7
 في الإمساك شارة ثبت الأعلى، للجانب Membrane Tissue Soft ®Avive ظھاري توجھ أن أردت إذا .8

  الأیسر. الجانب على العلیا الزاویة
 

  )TUR( النسیج استخدام تقریر
 صغیرة تقشیر وبطاقات )TUR( النسیج استخدام تقریر على Membrane Tissue Soft ®Avive عبوة كل تحتوي
 تقریر إكمال یجب الدولیة، والمتطلبات الأمریكیة المشتركة اللجنة ومتطلبات الأمریكیة، والدواء الغذاء لإدارة وفقًا للمنتج.

 أكسوجین إلى ویرجع العملیة في مستخدم Membrane Tissue Soft ®Avive لكل )TUR( النسیج استخدام
AxoGen النسیج. استخدام تقریر في مبین ھو كما آخر ممثل أي أو  

 المریض. ملف في أو المنشأة أو المشفى سجلات في البشري النسیجي الخلوي بالمنتج الخاص الممیز التعریف رمز سجل
 Membrane Tissue Soft ®Avive كل بطاقة اكشط )1( واحد الصق البطاقة، على المبینة المعلومات كافة أكمل

 .TUR النسیج استخدام تقریر في موضح ھو كما آخر ممثل أي أو AxoGen أكسوجین إلى ارجع ثم اختم مستخدم،

 یُصبح أن یُقصد لا النسیج. زراعة بعد ما متابعة بغرض المُتلق سجلات على الحفاظ الصحیة الرعایة مؤسسة مسؤلیة تُعد
 الداخلي. النسیج زرع لمتابعة المؤسسة نظام عن بدیلاً  TUR النسیج استخدام تقریر

  محتملة مضاعفات
  بالتخدیر. متعلقة ومضاعفات الدم وفقدان بالعدوى الإصابة تشمل جراحیة عملیة أي في متأصلة مخاطر

  الزرع: بعد تحدث قد العملیات من الأنواع بھذه ترتبط قد إضافیة مضاعفات
  للجرح؛ طفیف احمرار •
  الجراحیة؛ المنطقة رقة •
  الجراحیة؛ المنطقة في خفیفة وذمة •
  الجراحة؛ منطقة في فیھ التحكم یمكن ألم •
  و أقل؛ إحساس •
  تنمیل •

  حدتھا. زیادة حال في إلا تسجیلھا یلزم ولا المضاعفات تلك تتوقع قد
 ھناك البشریة، الأنسجة منتجات كافة لدى الحال ھو فكما مُصنع. بشري نسیج Membrane Tissue Soft ®Avive یُعد

 والدواء الغذاء إدارة تقتضي كما للاختیار قوي ومعیار للمتبرع شدید فحص جرى إذا المعدیة. الأمراض لانتقال خطورة
 الفیدرالیة واللوائح والإرشادات والولایة )AATB( الأنسجة لبنوك الأمریكیة الجمعیة ولوائح لإرشادات ووفقًا الأمریكیة
 تنتھي أن یمكن لا ولكن كثیرًا تقل الخطورة تلك فإن وني،إلكتر لشعاع التعرض بالتشعیع/ التام والتعقیم التصنیع ومراقبة

  التالیة: النسیج زرع مضاعفات تحدث قد معینة. أمراض تُكتشف لا قد محدودة، المرض فحص وسائل لأن نظرًا تمامًا.
 معروفة؛ غیر لأسباب أمراض نقل •
  والفطریات. والبكتریا الفیروسات الحصر، لا المثال سبیل على معروفة؛ عدوى مسببات نقل •

 للأنسجة )SEC( الموحد الأوروبي الكود
 بھا. مُرفق أو الخارجیة الكرتونیة العلبة على )SEC( الموحد الأوروبي الكود یوجد انطبق، إن

 التخلص
 البلد لوائح أو الفیدرالیة اللوائح أو الدولة لوائح أو المحلیة للوائح وفقًا Membrane Tissue Soft ®Avive من تخلص
  البشري. النسیج من التخلص بشأن

  مراجع
1. 11137:2006 ISO الإشعاع إرشادات -- الصحیة الرعایة منتجات تعقیم  
2. 10993:2003 ISO الطبیة للأجھزة بیولوجي تقییم 

 والمرتجعات الشكاوى
 أكسوجین إبلاغ یجب كما النسیج. بسبب حدوثھا المحتمل العكسیة بالنتائج AxoGen أكسوجین إبلاغ الفور على یجب 

 من ارتجاع إذن وجود یتطلب نسیج، إرجاع سبب لأي الضروري من كان إذا المناسب. الوقت في الأخرى بالشكاوى
 الشحنة إعادة لأجل النسیج بطاقة وإعداد الملائم التغلیف یُعد الشحن. قبل العملاء بخدمة اتصل .AxoGen أكسوجین
  النسیج. تُعید التي الصحیة الرعایة مؤسسة مسئولیة

 استفسارات
  ب: اتصل محتملة، مضاعفات أو حوادث أو أخطاء عن للتبلیغ أو طلب، لتقدیم أو المعلومات، من لمزید

  المتحدة: الولایات في كنت إذا
®AxoGen عملاء خدمة 

 AxoGen1.888 )888.296.4361( تلیفون:
 CustomerCare@AxoGenInc.com إلكتروني: برید

  المتحدة: الولایات خارج للعملاء
 أكسوجین عملاء لخدمة إلكتروني برید ارسل أو لمؤسستك، الخدمة یقدم الذي المعتمد AxoGen أكسوجین بموزع اتصل

AxoGen المتحدة الولایات في أكسوجین بشركة مباشرة اتصل أو AxoGen 1.386.462.6800 رقم على  

 العبوة في المستخدمة الرموز

 

Membrane Tissue Soft ®Avive طریق: عن المتحدة الولایات في مُصنع متبرع من بشري نسیج ھو  

400 Suite Blvd, Progress 13631 
 32616FL Alachua,  

www.AxoGenInc.com 

Membrane Tissue Soft ®Avive أكسوجین لشركة تجاریة علامة Corporation AxoGen.  

 LB-513-R03

 المنتج كود

 التشغیلة رقم

  الحرارة درجة

 التعقیم أو الاستخدام تُعید لا

 بالإشعاع تعقیم تالفة، الخارجیة العبوة تكون لم ما مُعقمة المحتویات

 الاستخدام تعلیمات انظر

 الصلاحیة انتھاء تاریخ

Istruzioni per l’uso 

Assistenza clienti:  
N. telefonico diretto: 888.AxoGen1 (888.296.4361) 
Internazionale: 1.386.462.6800 
CustomerCare@AxoGenInc.com 

DESCRIZIONE 
La Avive® Soft Tissue Membrane è un alloinnesto di membrana di cordone ombelicale 
umano preparato da un donatore la cui idoneità è stata accertata sulla base dei risultati 
dello screening e dei test. Il tessuto del cordone ombelicale viene sottoposto a 
trattamento minimo e fornito sterile.  

La Avive® Soft Tissue Membrane viene fornita sterile in svariate lunghezze e larghezze, 
per consentire al chirurgo di scegliere la misura più adatta al tessuto lesionato. Le 
lunghezze e le larghezze approssimative sono elencate sull’etichetta della confezione. 
Esclusivamente monopaziente.  
 
CLASSIFICAZIONE REGOLATORIA 
La Avive® Soft Tissue Membrane è trattata e distribuita in conformità ai requisiti della 
FDA statunitense per i prodotti contenenti cellule e tessuti umani (HCT/P) ai sensi della 
normativa 21 CFR Parte 1271, delle normative statali statunitensi e degli standard 
dell’Associazione americana delle Banche dei tessuti (AATB). Inoltre vengono osservati 
i regolamenti internazionali se pertinenti al caso.  
 
La Avive® Soft Tissue Membrane deve essere dispensata esclusivamente da un 
professionista sanitario abilitato o dietro sua prescrizione.  
 
INDICAZIONI PER L’USO  
La Avive® Soft Tissue Membrane è costituita da cordone ombelicale trattato ed è 
prevista per l’uso omologo come copertura di tessuto molle.  
 
CONTROINDICAZIONI  
L’uso della Avive® Soft Tissue Membrane è controindicato su pazienti in cui sono 
controindicati gli impianti di tessuti molli. Questo include ogni patologia che limiterebbe 
l’apporto di sangue e comprometterebbe la guarigione o la presenza di un’infezione in 
atto.  

AVVERTENZE 
Per ridurre al minimo i rischi della trasmissione di importanti malattie trasmissibili, sono 
state effettuate le seguenti procedure: accurato screening del donatore, esami di 
laboratorio, trattamento dei tessuti e irradiazione. Come con qualsiasi tessuto da 
donatore umano trattato, non è possibile garantire che la Avive® Soft Tissue Membrane 
non contenga agenti patogeni; essa potrebbe pertanto trasmettere infezioni. 

Non riutilizzare né risterilizzare la Avive® Soft Tissue Membrane.  
 
RACCOLTA E SCREENING DEL TESSUTO DEL DONATORE 
Una volta ottenuto il consenso alla donazione, la raccolta del tessuto del cordone 
ombelicale viene effettuata in maniera asettica da banche dei tessuti statunitensi 
registrate dalla FDA e provviste di licenza statale (nei casi in cui ciò sia richiesto). 
L’idoneità del donatore viene accuratamente valutata in base ai requisiti imposti dalla 
FDA statunitense e dalle normative statali statunitensi. Inoltre l’idoneità del donatore è 
determinata in conformità agli standard AATB e alle pertinenti normative internazionali. I
donatori di tessuti vengono sottoposti a valutazione allo scopo di individuare 
comportamenti a rischio di natura medico-sociale e importanti malattie trasmissibili. La 
valutazione include l’esame dell’anamnesi medica e sociale della madre naturale, un 
esame fisico della madre naturale e del neonato eseguito da idoneo personale sanitario 
al momento della raccolta del tessuto, test sierologici e colture microbiologiche del 
tessuto raccolto.
 
Ogni donatore viene sottoposto a test e deve risultare negativo o non reattivo per i 
seguenti test:  

Anticorpi del virus dell’immunodeficienza umana (HIV) di tipo 1  
Anticorpi del virus dell’immunodeficienza umana (HIV) di tipo 2  
Anticorpi del virus dell’epatite C (HCV)  
Antigene di superficie del virus dell’epatite B (HBV)  
Anticorpi anti-core del virus dell’epatite B (HBV) (totali)  
Test plasmatico rapido reaginico per la sifilide o saggio treponemico specifico  
Test dell’acido nucleico (NAT) per il virus dell’immunodeficienza umana (HIV)  
Test dell’acido nucleico (NAT) per il virus dell’epatite C (HCV) 
Test dell’acido nucleico (NAT) per il virus dell’epatite B (HBV)  
Test dell’acido nucleico (NAT) per il virus del Nilo occidentale (WNV) 

Possono inoltre venire eseguiti altri test, come richiesto dalle autorità locali nei mercati 
internazionali.  Se necessario, ogni donatore viene sottoposto a test e deve risultare 
negativo o non reattivo per i seguenti test: 

Anticorpi del virus linfotropico a cellule T umano di tipo 1 (HTLV)  
Anticorpi del virus linfotropico a cellule T umano di tipo 2 (HTLV)  

Tutti i test vengono eseguiti da un laboratorio registrato con la FDA per l’esecuzione di 
test su donatori e certificato a eseguire tali test su campioni umani in conformità agli 
Emendamenti per la miglioria dei laboratori clinici (CLIA) del 1988 e alla normativa 42 
CFR parte 493, o a requisiti equivalenti stabiliti dai Centri per l’assistenza e i servizi 
sanitari (CMS). I test vengono svolti con kit approvati dalla FDA statunitense.  

Il direttore medico di AxoGen (con autorizzazione statale USA) ha determinato che il 
tessuto è adatto al trapianto su esseri umani. AxoGen conserva la documentazione 
relativa a tutti i test e i comunicati medici. 
 
TRATTAMENTO 
La Avive® Soft Tissue Membrane è trattata in un ambiente controllato utilizzando i 
metodi GTP (Good Tissue Practices: il regolamento sull’utilizzo e la conservazione delle 
cellule umane) aventi lo scopo di prevenire la contaminazione e la contaminazione 
incrociata del tessuto. Il trattamento comporta l’uso di soluzioni di proprietà esclusiva e 
il tessuto trattato potrebbe contenere tracce di poliesametilene biguanide. Il processo di 
detersione mantiene la struttura intrinseca e le proprietà del tessuto. Al termine del 
trattamento, la Avive® Soft Tissue Membrane viene dimensionata, confezionata e 
sterilizzata mediante irradiazione in conformità alle linee guida ISO 111371.  
 
La Avive® Soft Tissue Membrane è stata testata in conformità agli standard ISO 109932. 
I risultati dei test hanno dimostrato che l’alloinnesto trattato è biocompatibile. 
 
CONFEZIONAMENTO 
La Avive® Soft Tissue Membrane è confezionata e contenuta in due buste. Ogni busta 
Chevron è sotto vuoto e sigillata a caldo per creare una barriera sterile e ha un sigillo a 
gallone. Le buste Chevron servono a proteggere dall’umidità la membrana. Le 
lunghezze e le larghezze approssimative sono elencate sull’etichetta della confezione. 
La Avive® Soft Tissue Membrane viene essiccata, quindi irradiata e fornita sterile. Il 
contenuto della confezione esterna in foglio d’alluminio è sterile salvo che la confezione 
sia aperta o danneggiata. Aprire con cautela la confezione, dato che la Avive® Soft 
Tissue Membrane è piccola, sottile ed estremamente leggera.  
 
TRASPORTO E CONSERVAZIONE  
La Avive® Soft Tissue Membrane deve essere conservata a temperatura ambiente (15-
30 ºC, ovvero 59-86 ºF). L’alloinnesto è stato trattato e confezionato in modo asettico, 
sterilizzato terminalmente e va maneggiato in maniera asettica per prevenire la 
contaminazione. Controllare la data di scadenza sull’etichetta del prodotto. La data 
di scadenza è indicata come Anno-Mese, e il prodotto scade l’ultimo giorno del 
mese riportato sull’etichetta.
 
L’istituto sanitario e il medico utilizzatore sono responsabili di mantenere la Avive® Soft 
Tissue Membrane nelle appropriate condizioni di conservazione prima del trapianto e di 
mantenere la documentazione relativa al ricevente della membrana al fine di 
rintracciare il tessuto post-trapianto.  
 
AVVERTENZA: NON UTILIZZARE SE L’INTEGRITÀ DELLA BUSTA CHEVRON È 
STATA COMPROMESSA. INFORMARE L’ASSISTENZA CLIENTI AXOGEN® SE AL 
MOMENTO DEL RICEVIMENTO DEL PRODOTTO L’INTEGRITÀ DELLA BUSTA 
CHEVRON ERA STATA COMPROMESSA. 
 
ISTRUZIONI PER LA PREPARAZIONE DELLA AVIVE® SOFT TISSUE MEMBRANE 
1. Estrarre dalla scatola la busta contenente l’innesto. 
2. Usando tecniche asettiche standard, aprire la busta Chevron esterna in foglio 

d’alluminio e passare la busta interna nel campo sterile. Quando il sigillo della
busta Chevron esterna in foglio d’alluminio è stato rotto, l’innesto deve essere
trapiantato (se appropriato) o altrimenti deve essere smaltito. 

3. Quando si è pronti, aprire la busta interna (strappare dall’estremità con il gallone)
per posizionare l’innesto.  

4. Estrarre dalla busta la Avive® Soft Tissue Membrane servendosi di pinze lisce 
sterili. 

5. Se necessario, tagliare la Avive® Soft Tissue Membrane alle dimensioni idonee.
6. La Avive® Soft Tissue Membrane può essere posizionata direttamente sul sito 

chirurgico o della ferita oppure reidratata prima del suo posizionamento. Se si 
desidera reidratarla, per la reidratazione si può usare soluzione fisiologica sterile 
o soluzione di Ringer lattato (LRS) sterile, entrambe a temperatura ambiente.
Idratare la Avive® Soft Tissue Membrane fino ad ottenere le caratteristiche di 
manipolazione desiderate.  

7. Volendo, la Avive® Soft Tissue Membrane può essere suturata o fissata in 
posizione. 

8. Se si desidera orientare la Avive® Soft Tissue Membrane con il lato epiteliale 
rivolto verso l’alto, posizionare la linguetta di manipolazione nell’angolo superiore
sinistro.  

RAPPORTO SULL’UTILIZZO DEI TESSUTI (TUR)  
Ciascuna Avive® Soft Tissue Membrane contiene un Rapporto sull’utilizzo dei tessuti 
(TUR) e alcune piccole etichette adesive del prodotto. In osservanza dei requisiti 
internazionali, della FDA statunitense e della Commissione unificata statunitense, 
è necessario compilare un TUR per ogni Avive® Soft Tissue Membrane usata nella 
procedura e restituirlo ad AxoGen o a un altro rappresentante, come descritto sul 
TUR.  
 
Registrare il codice distintivo d’identificazione HCT/P nella documentazione 
dell’ospedale o del centro e nella cartella clinica del paziente. Compilare la scheda con 
tutte le informazioni, applicare UNA (1) etichetta adesiva per ciascuna Avive® Soft 
Tissue Membrane usata, sigillare e spedire ad AxoGen o a un altro rappresentante, 
come descritto sul TUR. 

L’istituto di assistenza sanitaria ha la responsabilità di conservare la documentazione 
del ricevente allo scopo di potere monitorare il post impianto dei tessuti. Il rapporto 
sull’utilizzo dei tessuti NON deve sostituire il sistema di monitoraggio interno del 
trapianto di tessuti del centro. 

POTENZIALI COMPLICAZIONI  
I rischi intrinseci di qualsiasi procedura chirurgica includono infezione, perdita di sangue 
e complicazioni associate all’anestesia.  

Altre complicazioni che potrebbero essere associate a questi tipi di procedure 
potrebbero potenzialmente verificarsi dopo l’impianto:  

• lieve rossore sull’incisione;
• indolenzimento del sito chirurgico;
• lieve edema del sito chirurgico;  
• dolore controllabile in corrispondenza del sito chirurgico;
• ridotta sensibilità; e  
• intorpidimento.  

Queste complicazioni sono prevedibili e non è necessario registrarle a meno che non si 
aggravino.  
La Avive® Soft Tissue Membrane è costituita da tessuto umano trattato. Come con tutti i 
prodotti derivati da tessuto umano da donatore, esiste il rischio di contagio di malattie 
trasmissibili. I criteri accurati di screening e selezione del donatore, completati secondo 
i requisiti della FDA statunitense e in conformità alle linee guida e norme dell’AATB, 
locali e nazionali, i controlli del trattamento e la sterilizzazione terminale con irradiazione 
mediante fascio di elettroni riducono ampiamente tale rischio, che però non può essere 
completamente eliminato. Poiché i metodi di screening delle malattie sono limitati, non è 
possibile individuare determinate malattie. Nel trapianto di tessuti possono verificarsi le 
seguenti complicanze: 

• trasmissione di malattie di eziologia sconosciuta; 
• trasmissione di agenti infettivi noti, compresi, tra l’altro, virus, batteri e

funghi.  

CODICE UNICO EUROPEO (SEC) PER I TESSUTI 
Se applicabile, il codice SEC si trova sulla confezione esterna o è allegato ad essa. 
 
SMALTIMENTO 
Smaltire la Avive® Soft Tissue Membrane in conformità alle normative locali e nazionali 
in materia di smaltimento di tessuti umani.  
 
BIBLIOGRAFIA  
1. Linee guida ISO 11137:2006 Sterilizzazione dei prodotti sanitari – Radiazione
2. ISO 10993:2003 Valutazione biologica dei dispositivi medici
 
RECLAMI E RESI 
Tutti gli esiti avversi potenzialmente attribuiti al tessuto devono essere prontamente 
segnalati ad AxoGen. Altri reclami devono essere segnalati tempestivamente ad 
AxoGen. Se per qualsiasi motivo si rende necessario restituire il tessuto, è necessario 
ottenere da AxoGen un numero di autorizzazione al reso (RMA). Contattare 
l’Assistenza clienti prima di spedire il prodotto. È responsabilità dell’istituto sanitario che 
restituisce il tessuto imballarlo ed etichettarlo opportunamente per la spedizione del 
reso.  
 
RICHIESTA DI INFORMAZIONI 
Per ulteriori informazioni, per fare un’ordinazione o per segnalare errori, incidenti o 
potenziali complicazioni, contattare:  
 
Negli Stati Uniti:  
AxoGen® Customer Care 
Telefono: 888.AxoGen1 (888.296.4361) 
E-mail: CustomerCare@AxoGenInc.com 
 
I clienti al di fuori degli Stati Uniti: 
Sono pregati di contattare il distributore autorizzato AxoGen che serve la struttura 
sanitaria di appartenenza, inviare un’e-mail all’Assistenza clienti di AxoGen o contattare 
direttamente AxoGen negli USA al numero +1.386.462.6800  

SIMBOLI USATI SULLE CONFEZIONI 

 
La Avive® Soft Tissue Membrane è costituita da TESSUTO UMANO DA DONATORE, 
trattato negli Stati Uniti d’America da:  

13631 Progress Blvd, Suite 400 
Alachua, FL 32615 
www.AxoGenInc.com 

La Avive® Soft Tissue Membrane è un marchio commerciale di AxoGen Corporation.  

LB-513-R03 

Codice prodotto 

Numero di lotto 

Limite di temperatura 

Non riutilizzare/non risterilizzare 

Il contenuto è sterile salvo che la confezione esterna sia danneggiata. Sterilizzazione 
mediante radiazione 

Vedere le istruzioni per l’uso 

Data di scadenza 

Instructions For Use

Customer Care:
Direct Dial: 888.AxoGen1 (888.296.4361)
International: 1.386.462.6800
CustomerCare@AxoGenInc.com

DESCRIPTION
Avive® Soft Tissue Membrane is a human umbilical cord membrane allograft that is
prepared from a donor determined to be eligible based on the results of screening and 
testing. The umbilical cord tissue is minimally processed and provided sterile.

Avive® Soft Tissue Membrane is supplied sterile in a variety of lengths and widths to
allow the surgeon to choose the appropriate size to address the injured tissue.
Approximate lengths and widths are listed on the package label. It is for single patient
use only.

REGULATORY CLASSIFICATION
Avive® Soft Tissue Membrane is processed and distributed in accordance with US FDA
requirements for Human Cellular and Tissue-based Products (HCT/P) under 21 CFR
Part 1271 regulations, US State regulations and the standards of the American 
Association of Tissue Banks (AATB). Additionally, international regulations are followed 
as appropriate.

Avive® Soft Tissue Membrane is to be dispensed only by or on the order of a licensed 
health professional.

INDICATIONS FOR USE
Avive® Soft Tissue Membrane is processed umbilical cord intended for homologous use 
as a soft tissue covering.

CONTRAINDICATIONS
Avive® Soft Tissue Membrane is contraindicated for use in any patient in whom soft
tissue implants are contraindicated. This includes any pathology that would limit the
blood supply and compromise healing or evidence of a current infection.

WARNINGS
Careful donor screening, laboratory testing, tissue processing, and irradiation have 
been utilized to minimize the risks of transmission of relevant communicable diseases.
As with any processed human donor tissue, Avive® Soft Tissue Membrane cannot be 
guaranteed to be free of all pathogens and may transmit infectious agents.

Do not reuse or re-sterilize Avive® Soft Tissue Membrane.

DONOR RECOVERY AND SCREENING
After consent for donation is obtained, collection of the umbilical cord tissue is
performed in an aseptic manner by FDA registered and state licensed (where required)
US tissue banks. Donor eligibility is carefully evaluated as required by the US FDA and 
US State regulations. Additionally, donor eligibility is determined in accordance with 
AATB standards and appropriate international regulations. Tissue donors are evaluated 
for medical-social risk behaviors and relevant communicable diseases. Evaluation 
includes a review of the birth mother medical and social history, a physical examination 
of the birth mother and infant performed by appropriate healthcare personnel at the time 
of acquisition, serological testing, and tissue acquisition microbiology cultures.

Each donor is tested and shown to be negative or nonreactive for the following:
Human Immunodeficiency Virus (HIV) Type 1 Antibody
Human Immunodeficiency Virus (HIV) Type 2 Antibody
Hepatitis C Virus (HCV) Antibody
Hepatitis B Virus (HBV) Surface Antigen 
Hepatitis B Virus (HBV) Core Antibody (total)
Syphilis Rapid Plasma Reagin or Treponemal Specific Assay 
Human Immunodeficiency Virus (HIV) Nucleic Acid Test (NAT)
Hepatitis C Virus (HCV) Nucleic Acid Test (NAT)
Hepatitis B Virus (HBV) Nucleic Acid Test (NAT)
West Nile Virus (WNV) Nucleic Acid Test (NAT)

Additional testing may be performed, as required by local authorities in international
markets. If required, each donor is tested and shown to be negative or nonreactive for
the following:

Human T-Cell Lymphotropic Virus (HTLV) Type I Antibody
Human T-Cell Lymphotropic Virus (HTLV) Type II Antibody

All testing is performed by a laboratory registered with FDA to perform donor testing and
certified to perform such testing on human specimens under the US Clinical Laboratory
Improvement Amendments (CLIA) of 1988 and 42 CFR Part 493, or that has met
equivalent requirements as determined by the Centers for Medicare and Medicaid 
Services (CMS). The testing is conducted using test kits approved by the US FDA.

The Medical Director of AxoGen (US state licensed) has determined that the tissue is
suitable for transplantation in humans. Records of all testing and medical releases are 
maintained by AxoGen.

PROCESSING
Avive® Soft Tissue Membrane is processed in controlled environments using Good 
Tissue Practices (GTP) methods designed to prevent contamination and cross
contamination of the tissue. Processing involves the use of proprietary solutions and the 
processed tissue may contain traces of Polyhexamethylene Biguanide. The cleansing 
process preserves the inherent structure and properties of the tissue. After completion 
of processing, Avive® Soft Tissue Membrane is sized, packaged and sterilized by
irradiation in accordance with ISO 111371 guidelines.

Avive® Soft Tissue Membrane has been tested in accordance with ISO 109932

standards. The test results demonstrated that the processed allograft is biocompatible.

HOW SUPPLIED
Avive® Soft Tissue Membrane is packaged and inserted into two pouches. Each
chevron pouch is vacuum and heat-sealed to provide a sterile barrier and each pouch 
has a chevron seal. The chevron pouches provide a moisture barrier. Approximate 
lengths and widths are listed on the package label. Avive® Soft Tissue Membrane is
dried, then irradiated and supplied sterile. Contents of the outer foil package are sterile 
unless the package is open or damaged. Use caution when opening since Aviv® Soft 
Tissue Membrane is a small thin membrane and is extremely light weight.

TRANSPORT AND STORAGE
Avive® Soft Tissue Membrane must be stored at room temperature (15-30ºC (59-86ºF)).
The allograft was processed and packaged aseptically, terminally sterilized, and must
be handled in an aseptic manner to prevent contamination. See product label for
expiration date. The expiration date is in the form Year-Month and expiration is 
the last day of the labeled month.

It is the responsibility of the Healthcare Institution and end-use clinician to maintain 
Avive® Soft Tissue Membrane in appropriate storage conditions prior to transplantation 
and recipient records must be maintained for the purpose of tracing tissue post-
transplantation.

WARNING: DO NOT USE IF THE CHEVRON POUCH INTEGRITY HAS BEEN 
COMPROMISED. NOTIFY AXOGEN® CUSTOMER CARE IF THE CHEVRON POUCH 
INTEGRITY HAS BEEN COMPROMISED UPON RECEIPT.

PREPARATION INSTRUCTIONS FOR AVIVE® SOFT TISSUE MEMBRANE
1. Remove the pouch containing the graft from the box packaging.
2. Utilizing standard aseptic technique, peel open the outer foil chevron pouch and 

pass the inner pouch to the sterile field. Once the outer foil chevron pouch seal
has been broken, the graft must be transplanted (if appropriate) or otherwise 
discarded.

3. When ready, open the inner pouch (peel from chevron end) to place the graft.
4. Remove Avive® Soft Tissue Membrane from the pouch using sterile smooth 

forceps.
5. If necessary, trim the Avive® Soft Tissue Membrane to the appropriate 

dimensions.
6. The Avive® Soft Tissue Membrane may be placed directly on the surgical or

wound site or rehydrated prior to placement. If rehydration is desired, room
temperature sterile saline or sterile Lactated Ringer’s solution (LRS) can be used 
for rehydration. Hydrate Avive® Soft Tissue Membrane until the desired handling 
characteristics are achieved.

7. If desired, Avive® Soft Tissue Membrane may be sutured or secured into place.
8. If you wish to orient Avive® Soft Tissue Membrane epithelial side up, place the 

handling tab in upper left corner.

TISSUE UTILIZATION REPORT (TUR)
Each Avive® Soft Tissue Membrane package contains a Tissue Utilization Report (TUR)
and small peel- off product labels. In accordance with US FDA, US Joint
Commission and international requirements, a TUR should be completed for each
Avive® Soft Tissue Membrane used in the procedure and returned to AxoGen or
other representative as described on the TUR.

Record the distinct HCT/P identification code in hospital or facility records and in the 
patient’s file. Complete all information on the card, affix ONE (1) peel-off label of each 
Avive® Soft Tissue Membrane used, seal and return to AxoGen or other representative 
as described on the TUR.

It is the responsibility of the health care institution to maintain recipient records for the 
purpose of tracking tissue post-implantation. The Tissue Utilization Report is NOT
intended to be a substitute for a facility’s internal tissue transplantation tracking system.

POTENTIAL COMPLICATIONS
Inherent risks of any surgical procedure include, infection, blood loss, and anesthesia 
associated complications.

Additional complications that may be associated with these types of procedures may
potentially occur after implantation:

• Mild incisional redness;
• Tenderness of surgical area;
• Mild edema of surgical area;
• Controllable pain at surgical area;
• Decreased sensation; and,
• Numbness

These complications may be expected and are not required to be recorded unless they
increase in severity. Avive® Soft Tissue Membrane is processed human tissue. As with 
all donated human tissue products the risk for transmission of communicable disease 
does exist. Robust donor screening and selection criteria, completed as required by the 
US FDA and in accordance with AATB, state, and federal guidelines and regulations,
processing controls, and terminal sterilization with electron beam irradiation greatly
reduce but cannot totally eliminate this risk. As disease screening methods are limited,
certain diseases may not be detected. The following complications of tissue
transplantation may occur:

• Transmission of disease of unknown etiology;
• Transmission of known infectious agents including, but not limited to 

viruses, bacteria and fungi.

SINGLE EUROPEAN CODE (SEC) FOR TISSUES
If applicable, SEC Code is found on or attached to the outer carton.

DISPOSAL
Dispose of Avive® Soft Tissue Membrane in accordance with local, state and federal or
country regulations for disposal of human tissue.

REFERENCES
1. ISO 11137:2006 Sterilization of health care products — Radiation guidelines
2. ISO 10993:2003 Biological evaluation of medical devices

COMPLAINTS AND RETURNS
Adverse outcomes potentially attributable to the tissue must be reported promptly to 
AxoGen. Other complaints should be reported to AxoGen in a timely manner. If for any
reason tissue must be returned, a return authorization (RMA) is required from AxoGen.
Contact Customer Care prior to shipping. It is the responsibility of the health care 
institution returning the tissue to adequately package and label the tissue for return 
shipment.

INQUIRIES
For additional information, to place an order, or to report errors, accidents or potential
complications, contact:

If in the US:
AxoGen® Customer Care
Phone: 888.AxoGen1 (888.296.4361)
Email: CustomerCare@AxoGenInc.com

Customers outside of the US:
Contact the AxoGen authorized distributor servicing your facility, email AxoGen 
Customer Care or contact AxoGen directly in the US at 1.386.462.6800

SYMBOLS USED ON PACKAGING

Avive® Soft Tissue Membrane is DONATED HUMAN TISSUE processed in the United 
States by:

13631 Progress Blvd, Suite 400 
Alachua, FL 32615 

www.AxoGenInc.com 

Avive® Soft Tissue Membrane is a trademark of AxoGen Corporation.

LB-513-R02

Instructions For Use

Customer Care:
Direct Dial: 888.AxoGen1 (888.296.4361)
International: 1.386.462.6800
CustomerCare@AxoGenInc.com

DESCRIPTION
Avive® Soft Tissue Membrane is a human umbilical cord membrane allograft that is
prepared from a donor determined to be eligible based on the results of screening and 
testing. The umbilical cord tissue is minimally processed and provided sterile.

Avive® Soft Tissue Membrane is supplied sterile in a variety of lengths and widths to
allow the surgeon to choose the appropriate size to address the injured tissue.
Approximate lengths and widths are listed on the package label. It is for single patient
use only.

REGULATORY CLASSIFICATION
Avive® Soft Tissue Membrane is processed and distributed in accordance with US FDA
requirements for Human Cellular and Tissue-based Products (HCT/P) under 21 CFR
Part 1271 regulations, US State regulations and the standards of the American 
Association of Tissue Banks (AATB). Additionally, international regulations are followed 
as appropriate.

Avive® Soft Tissue Membrane is to be dispensed only by or on the order of a licensed 
health professional.

INDICATIONS FOR USE
Avive® Soft Tissue Membrane is processed umbilical cord intended for homologous use 
as a soft tissue covering.

CONTRAINDICATIONS
Avive® Soft Tissue Membrane is contraindicated for use in any patient in whom soft
tissue implants are contraindicated. This includes any pathology that would limit the
blood supply and compromise healing or evidence of a current infection.

WARNINGS
Careful donor screening, laboratory testing, tissue processing, and irradiation have 
been utilized to minimize the risks of transmission of relevant communicable diseases.
As with any processed human donor tissue, Avive® Soft Tissue Membrane cannot be 
guaranteed to be free of all pathogens and may transmit infectious agents.

Do not reuse or re-sterilize Avive® Soft Tissue Membrane.

DONOR RECOVERY AND SCREENING
After consent for donation is obtained, collection of the umbilical cord tissue is
performed in an aseptic manner by FDA registered and state licensed (where required)
US tissue banks. Donor eligibility is carefully evaluated as required by the US FDA and 
US State regulations. Additionally, donor eligibility is determined in accordance with 
AATB standards and appropriate international regulations. Tissue donors are evaluated 
for medical-social risk behaviors and relevant communicable diseases. Evaluation 
includes a review of the birth mother medical and social history, a physical examination 
of the birth mother and infant performed by appropriate healthcare personnel at the time 
of acquisition, serological testing, and tissue acquisition microbiology cultures.

Each donor is tested and shown to be negative or nonreactive for the following:
Human Immunodeficiency Virus (HIV) Type 1 Antibody
Human Immunodeficiency Virus (HIV) Type 2 Antibody
Hepatitis C Virus (HCV) Antibody
Hepatitis B Virus (HBV) Surface Antigen 
Hepatitis B Virus (HBV) Core Antibody (total)
Syphilis Rapid Plasma Reagin or Treponemal Specific Assay 
Human Immunodeficiency Virus (HIV) Nucleic Acid Test (NAT)
Hepatitis C Virus (HCV) Nucleic Acid Test (NAT)
Hepatitis B Virus (HBV) Nucleic Acid Test (NAT)
West Nile Virus (WNV) Nucleic Acid Test (NAT)

Additional testing may be performed, as required by local authorities in international
markets. If required, each donor is tested and shown to be negative or nonreactive for
the following:

Human T-Cell Lymphotropic Virus (HTLV) Type I Antibody
Human T-Cell Lymphotropic Virus (HTLV) Type II Antibody

All testing is performed by a laboratory registered with FDA to perform donor testing and
certified to perform such testing on human specimens under the US Clinical Laboratory
Improvement Amendments (CLIA) of 1988 and 42 CFR Part 493, or that has met
equivalent requirements as determined by the Centers for Medicare and Medicaid 
Services (CMS). The testing is conducted using test kits approved by the US FDA.

The Medical Director of AxoGen (US state licensed) has determined that the tissue is
suitable for transplantation in humans. Records of all testing and medical releases are 
maintained by AxoGen.

PROCESSING
Avive® Soft Tissue Membrane is processed in controlled environments using Good 
Tissue Practices (GTP) methods designed to prevent contamination and cross
contamination of the tissue. Processing involves the use of proprietary solutions and the 
processed tissue may contain traces of Polyhexamethylene Biguanide. The cleansing 
process preserves the inherent structure and properties of the tissue. After completion 
of processing, Avive® Soft Tissue Membrane is sized, packaged and sterilized by
irradiation in accordance with ISO 111371 guidelines.

Avive® Soft Tissue Membrane has been tested in accordance with ISO 109932

standards. The test results demonstrated that the processed allograft is biocompatible.

HOW SUPPLIED
Avive® Soft Tissue Membrane is packaged and inserted into two pouches. Each
chevron pouch is vacuum and heat-sealed to provide a sterile barrier and each pouch 
has a chevron seal. The chevron pouches provide a moisture barrier. Approximate 
lengths and widths are listed on the package label. Avive® Soft Tissue Membrane is
dried, then irradiated and supplied sterile. Contents of the outer foil package are sterile 
unless the package is open or damaged. Use caution when opening since Aviv® Soft 
Tissue Membrane is a small thin membrane and is extremely light weight.

TRANSPORT AND STORAGE
Avive® Soft Tissue Membrane must be stored at room temperature (15-30ºC (59-86ºF)).
The allograft was processed and packaged aseptically, terminally sterilized, and must
be handled in an aseptic manner to prevent contamination. See product label for
expiration date. The expiration date is in the form Year-Month and expiration is 
the last day of the labeled month.

It is the responsibility of the Healthcare Institution and end-use clinician to maintain 
Avive® Soft Tissue Membrane in appropriate storage conditions prior to transplantation 
and recipient records must be maintained for the purpose of tracing tissue post-
transplantation.

WARNING: DO NOT USE IF THE CHEVRON POUCH INTEGRITY HAS BEEN 
COMPROMISED. NOTIFY AXOGEN® CUSTOMER CARE IF THE CHEVRON POUCH 
INTEGRITY HAS BEEN COMPROMISED UPON RECEIPT.

PREPARATION INSTRUCTIONS FOR AVIVE® SOFT TISSUE MEMBRANE
1. Remove the pouch containing the graft from the box packaging.
2. Utilizing standard aseptic technique, peel open the outer foil chevron pouch and 

pass the inner pouch to the sterile field. Once the outer foil chevron pouch seal
has been broken, the graft must be transplanted (if appropriate) or otherwise 
discarded.

3. When ready, open the inner pouch (peel from chevron end) to place the graft.
4. Remove Avive® Soft Tissue Membrane from the pouch using sterile smooth 

forceps.
5. If necessary, trim the Avive® Soft Tissue Membrane to the appropriate 

dimensions.
6. The Avive® Soft Tissue Membrane may be placed directly on the surgical or

wound site or rehydrated prior to placement. If rehydration is desired, room
temperature sterile saline or sterile Lactated Ringer’s solution (LRS) can be used 
for rehydration. Hydrate Avive® Soft Tissue Membrane until the desired handling 
characteristics are achieved.

7. If desired, Avive® Soft Tissue Membrane may be sutured or secured into place.
8. If you wish to orient Avive® Soft Tissue Membrane epithelial side up, place the 

handling tab in upper left corner.

TISSUE UTILIZATION REPORT (TUR)
Each Avive® Soft Tissue Membrane package contains a Tissue Utilization Report (TUR)
and small peel- off product labels. In accordance with US FDA, US Joint
Commission and international requirements, a TUR should be completed for each
Avive® Soft Tissue Membrane used in the procedure and returned to AxoGen or
other representative as described on the TUR.

Record the distinct HCT/P identification code in hospital or facility records and in the 
patient’s file. Complete all information on the card, affix ONE (1) peel-off label of each 
Avive® Soft Tissue Membrane used, seal and return to AxoGen or other representative 
as described on the TUR.

It is the responsibility of the health care institution to maintain recipient records for the 
purpose of tracking tissue post-implantation. The Tissue Utilization Report is NOT
intended to be a substitute for a facility’s internal tissue transplantation tracking system.

POTENTIAL COMPLICATIONS
Inherent risks of any surgical procedure include, infection, blood loss, and anesthesia 
associated complications.

Additional complications that may be associated with these types of procedures may
potentially occur after implantation:

• Mild incisional redness;
• Tenderness of surgical area;
• Mild edema of surgical area;
• Controllable pain at surgical area;
• Decreased sensation; and,
• Numbness

These complications may be expected and are not required to be recorded unless they
increase in severity. Avive® Soft Tissue Membrane is processed human tissue. As with 
all donated human tissue products the risk for transmission of communicable disease 
does exist. Robust donor screening and selection criteria, completed as required by the 
US FDA and in accordance with AATB, state, and federal guidelines and regulations,
processing controls, and terminal sterilization with electron beam irradiation greatly
reduce but cannot totally eliminate this risk. As disease screening methods are limited,
certain diseases may not be detected. The following complications of tissue
transplantation may occur:

• Transmission of disease of unknown etiology;
• Transmission of known infectious agents including, but not limited to 

viruses, bacteria and fungi.

SINGLE EUROPEAN CODE (SEC) FOR TISSUES
If applicable, SEC Code is found on or attached to the outer carton.

DISPOSAL
Dispose of Avive® Soft Tissue Membrane in accordance with local, state and federal or
country regulations for disposal of human tissue.

REFERENCES
1. ISO 11137:2006 Sterilization of health care products — Radiation guidelines
2. ISO 10993:2003 Biological evaluation of medical devices

COMPLAINTS AND RETURNS
Adverse outcomes potentially attributable to the tissue must be reported promptly to 
AxoGen. Other complaints should be reported to AxoGen in a timely manner. If for any
reason tissue must be returned, a return authorization (RMA) is required from AxoGen.
Contact Customer Care prior to shipping. It is the responsibility of the health care 
institution returning the tissue to adequately package and label the tissue for return 
shipment.

INQUIRIES
For additional information, to place an order, or to report errors, accidents or potential
complications, contact:

If in the US:
AxoGen® Customer Care
Phone: 888.AxoGen1 (888.296.4361)
Email: CustomerCare@AxoGenInc.com

Customers outside of the US:
Contact the AxoGen authorized distributor servicing your facility, email AxoGen 
Customer Care or contact AxoGen directly in the US at 1.386.462.6800
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DESCRIPTION
Avive® Soft Tissue Membrane is a human umbilical cord membrane allograft that is
prepared from a donor determined to be eligible based on the results of screening and 
testing. The umbilical cord tissue is minimally processed and provided sterile.

Avive® Soft Tissue Membrane is supplied sterile in a variety of lengths and widths to
allow the surgeon to choose the appropriate size to address the injured tissue.
Approximate lengths and widths are listed on the package label. It is for single patient
use only.

REGULATORY CLASSIFICATION
Avive® Soft Tissue Membrane is processed and distributed in accordance with US FDA
requirements for Human Cellular and Tissue-based Products (HCT/P) under 21 CFR
Part 1271 regulations, US State regulations and the standards of the American 
Association of Tissue Banks (AATB). Additionally, international regulations are followed 
as appropriate.

Avive® Soft Tissue Membrane is to be dispensed only by or on the order of a licensed 
health professional.

INDICATIONS FOR USE
Avive® Soft Tissue Membrane is processed umbilical cord intended for homologous use 
as a soft tissue covering.

CONTRAINDICATIONS
Avive® Soft Tissue Membrane is contraindicated for use in any patient in whom soft
tissue implants are contraindicated. This includes any pathology that would limit the
blood supply and compromise healing or evidence of a current infection.

WARNINGS
Careful donor screening, laboratory testing, tissue processing, and irradiation have 
been utilized to minimize the risks of transmission of relevant communicable diseases.
As with any processed human donor tissue, Avive® Soft Tissue Membrane cannot be 
guaranteed to be free of all pathogens and may transmit infectious agents.

Do not reuse or re-sterilize Avive® Soft Tissue Membrane.

DONOR RECOVERY AND SCREENING
After consent for donation is obtained, collection of the umbilical cord tissue is
performed in an aseptic manner by FDA registered and state licensed (where required)
US tissue banks. Donor eligibility is carefully evaluated as required by the US FDA and 
US State regulations. Additionally, donor eligibility is determined in accordance with 
AATB standards and appropriate international regulations. Tissue donors are evaluated 
for medical-social risk behaviors and relevant communicable diseases. Evaluation 
includes a review of the birth mother medical and social history, a physical examination 
of the birth mother and infant performed by appropriate healthcare personnel at the time 
of acquisition, serological testing, and tissue acquisition microbiology cultures.

Each donor is tested and shown to be negative or nonreactive for the following:
Human Immunodeficiency Virus (HIV) Type 1 Antibody
Human Immunodeficiency Virus (HIV) Type 2 Antibody
Hepatitis C Virus (HCV) Antibody
Hepatitis B Virus (HBV) Surface Antigen 
Hepatitis B Virus (HBV) Core Antibody (total)
Syphilis Rapid Plasma Reagin or Treponemal Specific Assay 
Human Immunodeficiency Virus (HIV) Nucleic Acid Test (NAT)
Hepatitis C Virus (HCV) Nucleic Acid Test (NAT)
Hepatitis B Virus (HBV) Nucleic Acid Test (NAT)
West Nile Virus (WNV) Nucleic Acid Test (NAT)

Additional testing may be performed, as required by local authorities in international
markets. If required, each donor is tested and shown to be negative or nonreactive for
the following:

Human T-Cell Lymphotropic Virus (HTLV) Type I Antibody
Human T-Cell Lymphotropic Virus (HTLV) Type II Antibody

All testing is performed by a laboratory registered with FDA to perform donor testing and
certified to perform such testing on human specimens under the US Clinical Laboratory
Improvement Amendments (CLIA) of 1988 and 42 CFR Part 493, or that has met
equivalent requirements as determined by the Centers for Medicare and Medicaid 
Services (CMS). The testing is conducted using test kits approved by the US FDA.

The Medical Director of AxoGen (US state licensed) has determined that the tissue is
suitable for transplantation in humans. Records of all testing and medical releases are 
maintained by AxoGen.

PROCESSING
Avive® Soft Tissue Membrane is processed in controlled environments using Good 
Tissue Practices (GTP) methods designed to prevent contamination and cross
contamination of the tissue. Processing involves the use of proprietary solutions and the 
processed tissue may contain traces of Polyhexamethylene Biguanide. The cleansing 
process preserves the inherent structure and properties of the tissue. After completion 
of processing, Avive® Soft Tissue Membrane is sized, packaged and sterilized by
irradiation in accordance with ISO 111371 guidelines.

Avive® Soft Tissue Membrane has been tested in accordance with ISO 109932

standards. The test results demonstrated that the processed allograft is biocompatible.

HOW SUPPLIED
Avive® Soft Tissue Membrane is packaged and inserted into two pouches. Each
chevron pouch is vacuum and heat-sealed to provide a sterile barrier and each pouch 
has a chevron seal. The chevron pouches provide a moisture barrier. Approximate 
lengths and widths are listed on the package label. Avive® Soft Tissue Membrane is
dried, then irradiated and supplied sterile. Contents of the outer foil package are sterile 
unless the package is open or damaged. Use caution when opening since Aviv® Soft 
Tissue Membrane is a small thin membrane and is extremely light weight.

TRANSPORT AND STORAGE
Avive® Soft Tissue Membrane must be stored at room temperature (15-30ºC (59-86ºF)).
The allograft was processed and packaged aseptically, terminally sterilized, and must
be handled in an aseptic manner to prevent contamination. See product label for
expiration date. The expiration date is in the form Year-Month and expiration is 
the last day of the labeled month.

It is the responsibility of the Healthcare Institution and end-use clinician to maintain 
Avive® Soft Tissue Membrane in appropriate storage conditions prior to transplantation 
and recipient records must be maintained for the purpose of tracing tissue post-
transplantation.

WARNING: DO NOT USE IF THE CHEVRON POUCH INTEGRITY HAS BEEN 
COMPROMISED. NOTIFY AXOGEN® CUSTOMER CARE IF THE CHEVRON POUCH 
INTEGRITY HAS BEEN COMPROMISED UPON RECEIPT.

PREPARATION INSTRUCTIONS FOR AVIVE® SOFT TISSUE MEMBRANE
1. Remove the pouch containing the graft from the box packaging.
2. Utilizing standard aseptic technique, peel open the outer foil chevron pouch and 

pass the inner pouch to the sterile field. Once the outer foil chevron pouch seal
has been broken, the graft must be transplanted (if appropriate) or otherwise 
discarded.

3. When ready, open the inner pouch (peel from chevron end) to place the graft.
4. Remove Avive® Soft Tissue Membrane from the pouch using sterile smooth 

forceps.
5. If necessary, trim the Avive® Soft Tissue Membrane to the appropriate 

dimensions.
6. The Avive® Soft Tissue Membrane may be placed directly on the surgical or

wound site or rehydrated prior to placement. If rehydration is desired, room
temperature sterile saline or sterile Lactated Ringer’s solution (LRS) can be used 
for rehydration. Hydrate Avive® Soft Tissue Membrane until the desired handling 
characteristics are achieved.

7. If desired, Avive® Soft Tissue Membrane may be sutured or secured into place.
8. If you wish to orient Avive® Soft Tissue Membrane epithelial side up, place the 

handling tab in upper left corner.

TISSUE UTILIZATION REPORT (TUR)
Each Avive® Soft Tissue Membrane package contains a Tissue Utilization Report (TUR)
and small peel- off product labels. In accordance with US FDA, US Joint
Commission and international requirements, a TUR should be completed for each
Avive® Soft Tissue Membrane used in the procedure and returned to AxoGen or
other representative as described on the TUR.

Record the distinct HCT/P identification code in hospital or facility records and in the 
patient’s file. Complete all information on the card, affix ONE (1) peel-off label of each 
Avive® Soft Tissue Membrane used, seal and return to AxoGen or other representative 
as described on the TUR.

It is the responsibility of the health care institution to maintain recipient records for the 
purpose of tracking tissue post-implantation. The Tissue Utilization Report is NOT
intended to be a substitute for a facility’s internal tissue transplantation tracking system.

POTENTIAL COMPLICATIONS
Inherent risks of any surgical procedure include, infection, blood loss, and anesthesia 
associated complications.

Additional complications that may be associated with these types of procedures may
potentially occur after implantation:

• Mild incisional redness;
• Tenderness of surgical area;
• Mild edema of surgical area;
• Controllable pain at surgical area;
• Decreased sensation; and,
• Numbness

These complications may be expected and are not required to be recorded unless they
increase in severity. Avive® Soft Tissue Membrane is processed human tissue. As with 
all donated human tissue products the risk for transmission of communicable disease 
does exist. Robust donor screening and selection criteria, completed as required by the 
US FDA and in accordance with AATB, state, and federal guidelines and regulations,
processing controls, and terminal sterilization with electron beam irradiation greatly
reduce but cannot totally eliminate this risk. As disease screening methods are limited,
certain diseases may not be detected. The following complications of tissue
transplantation may occur:

• Transmission of disease of unknown etiology;
• Transmission of known infectious agents including, but not limited to 

viruses, bacteria and fungi.
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If applicable, SEC Code is found on or attached to the outer carton.

DISPOSAL
Dispose of Avive® Soft Tissue Membrane in accordance with local, state and federal or
country regulations for disposal of human tissue.
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Adverse outcomes potentially attributable to the tissue must be reported promptly to 
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reason tissue must be returned, a return authorization (RMA) is required from AxoGen.
Contact Customer Care prior to shipping. It is the responsibility of the health care 
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Avive® Soft Tissue Membrane is a human umbilical cord membrane allograft that is
prepared from a donor determined to be eligible based on the results of screening and 
testing. The umbilical cord tissue is minimally processed and provided sterile.
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allow the surgeon to choose the appropriate size to address the injured tissue.
Approximate lengths and widths are listed on the package label. It is for single patient
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Avive® Soft Tissue Membrane is processed umbilical cord intended for homologous use 
as a soft tissue covering.

CONTRAINDICATIONS
Avive® Soft Tissue Membrane is contraindicated for use in any patient in whom soft
tissue implants are contraindicated. This includes any pathology that would limit the
blood supply and compromise healing or evidence of a current infection.

WARNINGS
Careful donor screening, laboratory testing, tissue processing, and irradiation have 
been utilized to minimize the risks of transmission of relevant communicable diseases.
As with any processed human donor tissue, Avive® Soft Tissue Membrane cannot be 
guaranteed to be free of all pathogens and may transmit infectious agents.
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DONOR RECOVERY AND SCREENING
After consent for donation is obtained, collection of the umbilical cord tissue is
performed in an aseptic manner by FDA registered and state licensed (where required)
US tissue banks. Donor eligibility is carefully evaluated as required by the US FDA and 
US State regulations. Additionally, donor eligibility is determined in accordance with 
AATB standards and appropriate international regulations. Tissue donors are evaluated 
for medical-social risk behaviors and relevant communicable diseases. Evaluation 
includes a review of the birth mother medical and social history, a physical examination 
of the birth mother and infant performed by appropriate healthcare personnel at the time 
of acquisition, serological testing, and tissue acquisition microbiology cultures.

Each donor is tested and shown to be negative or nonreactive for the following:
Human Immunodeficiency Virus (HIV) Type 1 Antibody
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markets. If required, each donor is tested and shown to be negative or nonreactive for
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All testing is performed by a laboratory registered with FDA to perform donor testing and
certified to perform such testing on human specimens under the US Clinical Laboratory
Improvement Amendments (CLIA) of 1988 and 42 CFR Part 493, or that has met
equivalent requirements as determined by the Centers for Medicare and Medicaid 
Services (CMS). The testing is conducted using test kits approved by the US FDA.
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suitable for transplantation in humans. Records of all testing and medical releases are 
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Avive® Soft Tissue Membrane is processed in controlled environments using Good 
Tissue Practices (GTP) methods designed to prevent contamination and cross
contamination of the tissue. Processing involves the use of proprietary solutions and the 
processed tissue may contain traces of Polyhexamethylene Biguanide. The cleansing 
process preserves the inherent structure and properties of the tissue. After completion 
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irradiation in accordance with ISO 111371 guidelines.

Avive® Soft Tissue Membrane has been tested in accordance with ISO 109932

standards. The test results demonstrated that the processed allograft is biocompatible.
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chevron pouch is vacuum and heat-sealed to provide a sterile barrier and each pouch 
has a chevron seal. The chevron pouches provide a moisture barrier. Approximate 
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Tissue Membrane is a small thin membrane and is extremely light weight.
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The allograft was processed and packaged aseptically, terminally sterilized, and must
be handled in an aseptic manner to prevent contamination. See product label for
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It is the responsibility of the Healthcare Institution and end-use clinician to maintain 
Avive® Soft Tissue Membrane in appropriate storage conditions prior to transplantation 
and recipient records must be maintained for the purpose of tracing tissue post-
transplantation.

WARNING: DO NOT USE IF THE CHEVRON POUCH INTEGRITY HAS BEEN 
COMPROMISED. NOTIFY AXOGEN® CUSTOMER CARE IF THE CHEVRON POUCH 
INTEGRITY HAS BEEN COMPROMISED UPON RECEIPT.

PREPARATION INSTRUCTIONS FOR AVIVE® SOFT TISSUE MEMBRANE
1. Remove the pouch containing the graft from the box packaging.
2. Utilizing standard aseptic technique, peel open the outer foil chevron pouch and 

pass the inner pouch to the sterile field. Once the outer foil chevron pouch seal
has been broken, the graft must be transplanted (if appropriate) or otherwise 
discarded.

3. When ready, open the inner pouch (peel from chevron end) to place the graft.
4. Remove Avive® Soft Tissue Membrane from the pouch using sterile smooth 

forceps.
5. If necessary, trim the Avive® Soft Tissue Membrane to the appropriate 

dimensions.
6. The Avive® Soft Tissue Membrane may be placed directly on the surgical or

wound site or rehydrated prior to placement. If rehydration is desired, room
temperature sterile saline or sterile Lactated Ringer’s solution (LRS) can be used 
for rehydration. Hydrate Avive® Soft Tissue Membrane until the desired handling 
characteristics are achieved.

7. If desired, Avive® Soft Tissue Membrane may be sutured or secured into place.
8. If you wish to orient Avive® Soft Tissue Membrane epithelial side up, place the 

handling tab in upper left corner.

TISSUE UTILIZATION REPORT (TUR)
Each Avive® Soft Tissue Membrane package contains a Tissue Utilization Report (TUR)
and small peel- off product labels. In accordance with US FDA, US Joint
Commission and international requirements, a TUR should be completed for each
Avive® Soft Tissue Membrane used in the procedure and returned to AxoGen or
other representative as described on the TUR.

Record the distinct HCT/P identification code in hospital or facility records and in the 
patient’s file. Complete all information on the card, affix ONE (1) peel-off label of each 
Avive® Soft Tissue Membrane used, seal and return to AxoGen or other representative 
as described on the TUR.

It is the responsibility of the health care institution to maintain recipient records for the 
purpose of tracking tissue post-implantation. The Tissue Utilization Report is NOT
intended to be a substitute for a facility’s internal tissue transplantation tracking system.

POTENTIAL COMPLICATIONS
Inherent risks of any surgical procedure include, infection, blood loss, and anesthesia 
associated complications.

Additional complications that may be associated with these types of procedures may
potentially occur after implantation:

• Mild incisional redness;
• Tenderness of surgical area;
• Mild edema of surgical area;
• Controllable pain at surgical area;
• Decreased sensation; and,
• Numbness

These complications may be expected and are not required to be recorded unless they
increase in severity. Avive® Soft Tissue Membrane is processed human tissue. As with 
all donated human tissue products the risk for transmission of communicable disease 
does exist. Robust donor screening and selection criteria, completed as required by the 
US FDA and in accordance with AATB, state, and federal guidelines and regulations,
processing controls, and terminal sterilization with electron beam irradiation greatly
reduce but cannot totally eliminate this risk. As disease screening methods are limited,
certain diseases may not be detected. The following complications of tissue
transplantation may occur:

• Transmission of disease of unknown etiology;
• Transmission of known infectious agents including, but not limited to 

viruses, bacteria and fungi.

SINGLE EUROPEAN CODE (SEC) FOR TISSUES
If applicable, SEC Code is found on or attached to the outer carton.

DISPOSAL
Dispose of Avive® Soft Tissue Membrane in accordance with local, state and federal or
country regulations for disposal of human tissue.

REFERENCES
1. ISO 11137:2006 Sterilization of health care products — Radiation guidelines
2. ISO 10993:2003 Biological evaluation of medical devices

COMPLAINTS AND RETURNS
Adverse outcomes potentially attributable to the tissue must be reported promptly to 
AxoGen. Other complaints should be reported to AxoGen in a timely manner. If for any
reason tissue must be returned, a return authorization (RMA) is required from AxoGen.
Contact Customer Care prior to shipping. It is the responsibility of the health care 
institution returning the tissue to adequately package and label the tissue for return 
shipment.

INQUIRIES
For additional information, to place an order, or to report errors, accidents or potential
complications, contact:

If in the US:
AxoGen® Customer Care
Phone: 888.AxoGen1 (888.296.4361)
Email: CustomerCare@AxoGenInc.com

Customers outside of the US:
Contact the AxoGen authorized distributor servicing your facility, email AxoGen 
Customer Care or contact AxoGen directly in the US at 1.386.462.6800

SYMBOLS USED ON PACKAGING

Avive® Soft Tissue Membrane is DONATED HUMAN TISSUE processed in the United 
States by:

13631 Progress Blvd, Suite 400 
Alachua, FL 32615 

www.AxoGenInc.com 
 
Avive® Soft Tissue Membrane is a trademark of AxoGen Corporation.

LB-513-R02




