
 

The information herein is provided to the best of our knowledge and belief, based on the information we have been given and the 
information available to us at the time that this document was issued. The information may change as additional facts come to light, or as 
the circumstances warrant. Your use hereof is hence at your own risk and does not relieve you of your own responsibility for checking the 
suitability of our products for your intended use. 

Cytiva and the Drop logo are trademarks of Life Sciences IP Holdings Corp. or an affiliate.  Any third-party trademarks are the property of 
their respective owners. © 2023 Cytiva For local office contact information, visit cytiva.com/contact USTR 3776 v1 10/2023 

 

                      USTR 3776 

RNase Impurities in Single-Use Systems 
 
Technical Regulatory Topic 
  

Version Number:    1.0 

Date:                              October 18, 2023 

Author: Gilbert E. Tumambac 

 

Ribonucleases (RNases) are enzymes that specifically break down ribonucleic acids (RNA). As RNases are 
ubiquitous in nature, they are considered a potential impurity from single-use systems (SUS) that could adversely 
affect the quality and efficacy of RNA-based medicines. 

As part of Cytiva’s stringent contamination risk control, our SUS are manufactured under strict adherence to ISO  
Class 7 clean room specifications. Under these conditions, there is a minimal exposure of product-contact 
materials to external environment to mitigate the introduction of contaminants including RNase into fluid-
contact pathways.  Furthermore, irradiation of systems at or above the typical sterilization dose (> 30 kGy) is 
expected to irreversibly reduce and further diminish RNase activity [1] [2].However, irradiation alone following clean 
room production does not guarantee complete elimination of RNase impurities from SUS. 

Please note that Cytiva does not routinely test for RNases as part of SUS qualification and does not employ a 
specific protocol to control RNase impurities in SUS. We recommend our end-users to incorporate additional 
measures or perform additional testing to meet their process-specific requirements. 
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