
POWER & SAFETY

DONOR
SCREENING

Questionnaires and physical examination, including 
serology testing, are completed on all donors.  
Additionally, tissue cultures are performed at the time of 
recovery to detect the presence of bacterial contaminants.  
All test results from microbial and infectious disease testing 
are reviewed prior to release of the donor tissue.

MiMedx has been accredited by American Association of 
Tissue Banks (“AATB”) since 2009. In order to be accredited 
by AATB, a tissue bank must meet a rigorous set of criteria, 
to ensure compliance with its Standards. AATB emphasizes 
that tissue banks are an essential healthcare operation under 
both FEMA and PHSA. 

The collective assurances of all MiMedx®  
processes including terminal sterilization and the 

PURION® Process are calculated at less than a  
1 in 1 MILLION probability of a non-sterile unit. 

The 300+ Regulatory Proteins  
preserved by the PURION Process  
and the Company’s rigorous safety 

standards provide the critical  
advantage and differentiation  

for MiMedx products.

MIMEDX PLACENTAL-BASED  
TISSUES LEAD THE WAY.

PUTTING YOUR PATIENTS FIRST. 

DISCLAIMER:
The claims made in relation to the products identified in this piece are subject to MiMedx’s interpretation of applicable United States Food and Drug Administration guidelines and regulations. Additionally, 
some of the displayed products are available in territories outside of the United States, and, to the extent they are available, they are sold and distributed subject to approval by local regulatory authorities. 
Please contact a MiMedx representative to confirm the availability of identified products in your country of interest. The content provided herein is intended for informational purposes only.
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MiMedx placental-based products are specifically processed and terminally sterilized to reduce 
safety risks while retaining the tissue’s native characteristics and basic functions.

Terminal Sterilization
MiMedx placental-based allografts are processed using the Company’s proprietary PURION 
process. Terminal sterilization is an essential step of this process that not only provides a high 
level of sterility assurance , but has a substantial inactivation effect on some viruses. It also 
offers the flexibility of ambient storage conditions, while preserving the products’ unique 
properties through their 5-year shelf life.

Customer Service: +1 866.477.4219   Email: customerservice@mimedx.com  www.mimedx.com    

Patents and patents pending see: www.mimedx.com/patents 
EpiFix, AmnioFix, Purion and MiMedx are registered U.S. 
trademarks of MiMedx Group, Inc. 
SMR2T is a U.S. trademark of MiMedx Group, Inc.  
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  Committed to Safety
MiMedx believes its sector of the healthcare industry, and especially processors of placental tissue 
products, have a responsibility to take even more stringent measures to ensure the product safety 
of their respective allografts. MiMedx has taken those rigorous measures and safeguards into 
account in its proprietary processing methodology to achieve high safety standards for its 
placental-based tissue products.

MiMedx has been accredited by AATB since 2009. In order to be accredited by AATB, a tissue bank 
must meet a rigorous set of criteria, to ensure compliance with its standards.

 
MiMedx continuously assesses new information and implements modifications to both the donor 
screening and the process, as needed, to maintain its high safety standard.

According to the Standards and Regulations
The terminal sterilization conducted by MiMedx is a validated process in conformance with 
the International Organization for Standardization (“ISO”) standard ISO 11137-1 and ISO 11137-2. 
Conformance with this standard requires a demanding Sterility Assurance Level (“SAL”) of 10-6, 
meaning the probability of a non-sterile unit is less than 1 in 1 million. To further enhance the 
safety of its placental-based products, the MiMedx proprietary processing methodology 
employs aseptic processing technologies in addition to terminal sterilization.

MiMedx processes its placental-based tissue in compliance with both the FDA regulations and 
guidance and the AATB standards and guidance on donor eligibility and screening to reduce the 
risk of disease transmission via human tissues. MiMedx has been accredited by AATB since 2009. 

MIMEDX: YOUR TRUSTED PARTNER IN PATIENT SAFETY

THE MIMEDX DIFFERENCE


