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Notification Letter  
 
ECR 45638_A:  Change in the Biosafety Claim Strategy for FMBT 

 
 
Dear Valued Customer, 
 
This change notification is to inform you of a new strategy of biosafety claim for Fluid 
Management & Bioreactor Technologies (FMBT) single use systems.  
 
 
Change Description 
 
Sartorius has updated its biosafety strategy for the FMBT SUS product families, with a focus 
on two major aspects: in vitro Cytotoxicity testing and Extractable data. 

Since the quality of plastics does not change, the pharmaceutical industry and regulatory 
bodies are now questioning the long-held notion that USP <88> Class VI testing is necessary 
for a material to be considered well characterized as the use of disposable plastic 
manufacturing systems matures.  

Sartorius adopts a risk-based strategy for evaluating the safety of SUS by combining 
extractables with suitable in vitro biological reactivity (USP<87>/ISO10993-5). Given the 
wealth of information on widely used plastics, it is considered unnecessary to keep testing for 
biocompatibility as mandated by USP <88> Class VI regulation. In alignment with European 
legislation, public concerns, and animal welfare, Sartorius strategy will no longer require animal 
testing.  

The updated strategy aligns with market demands and BioPhorum recommendations 1 . 
Sartorius will continue to require biocompatibility tests (ISO 10993-5, USP<87>, USP<88>) 
from suppliers, but USP <88> testing will no longer be necessary if components comply with 
USP <87> or ISO 10993-5 after processing and irradiation. 

The strategy is developed in the Appendix 1 “Sartorius Stedim FMBT Single Use Biosafety 
Strategy”.  
The biosafety claim is mentioned on the certificate of release, ensuring transparency and 
compliance with the updated strategy. 

 
1 Bioreactivity testing in single-use system biomanufacturing: industry position paper. 
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We maintain our commitment to biosafety and make the necessary adjustments to our 
documentation to reflect the intended use of our products 
 
To ensure full alignment and consistency with our biosafety claim, we will be removing on the 
certificate of release (CoR) the mention of 21 CFR part 177 for the film contact layer. This 
reference was initially included during the qualification phase for characterization purpo ses 
only. The manufacturing processes and raw materials used in our products are not intended for 
food contact use. 
We would like to remind you that our FMBT product is specifically designed for use in 
biotechnology applications. 
 
Equally, the term “current” from the sentence “SARTORIUS STEDIM Biotech bags pass current 
USP <661> for plastic Containers. The contact layer of the SXX* film passes current EP 3.1. X*” 
will be removed as these tests were performed during the qualification phase. 
(*specific to film material) 
 
This change has not impact on the, fit, form or function of the finished product. 
There are no modifications to testing, or release criteria resulting from the updated certificate 
content.   
 
Product Compliance statements will be updated on March 31, 2025. 
 
 
This change will lead to a revision of the certificate of release, as described below and in 
Appendix 2: 
 

▪ Finished product with bag:  

Section Biological Reactivity Tests in vitro and in vivo:  
“Bags and representative fluid contact components have been tested and passed one or a set 
of biocompatibility/biological reactivity tests USP <88> class VI, ISO 10993 -5, USP <87>” 
 
Section Physicochemical Test:     
 “SARTORIUS STEDIM Biotech bags pass USP <661> for plastic Containers. The contact layer 
of the SXX* film passes EP 3.1. X.*” 
(*specific to film material) 
 

▪ Finished product without bag: 

Section Biological Reactivity Tests in vitro and in vivo:  
“Representative fluid contact components have been tested and passed one or a set of 
biocompatibility/biological reactivity tests USP <88> class VI, ISO 10993 -5, USP <87>” 
 
 
Impacted Products 
 
The list of impacted products can be found in Appendix 3_Impacted Products List. 
This change will extend its benefits to future references. 
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Change Implementation 
 
This change is controlled internally in accordance with Sartorius change management 
procedures.  
 
This change will be implemented on March 31, 2025. 
 
 
 
We continuously strive to implement solutions to our products and services to enable you to 
get your treatments to patients faster. We thank you for your trust and continued use of 
Sartorius products, and we look forward to assisting you in managing this change.  
 
Sincerely, 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
No te:  List of affected manufacturing site(s) / manufacturing site(s) of impacted products  
- Sartorius Stedim FMT S.A.S., Aubagne, France  
- Sartorius Stedim Biotech, Beijing, China  
- Sartorius Stedim Filters Inc., Yauco, Puerto Rico  
- Sartorius Stedim Bioprocess, M‘Hamdia, Tunisia  
 
 
 
 
 
 

 

Appendix 1:  Statement Update of Sartorius Stedim FMT Single Use Biosafety Strategy – see 
document attached 
Appendix 2:  Example of a Revised Template with Updated Claims – see below 
Appendix 3:  List of Impacted Products – see document attached 
 
 
 
 

Thorsten Adams  
Head of Product Group Fluid  
Management Technologies 
Fluid Management & Bioreactor Technologies 
Sartorius Stedim Biotech GmbH 

          Jonas Lejeune 
Manager of Quality Engineering 
OU Consumables Technologies 
Sartorius Stedim FMT S.A.S. 
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Appendix 2 - Example of a Revised Template with Updated Claims  
 
 
Finished products with bags: 
 

 
 
 
    *Revision number can differ according to the template 
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Finished products without bags: 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
   
        *Revision number can differ according to the template 
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