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cGMP biomanufacturing 

    
Sius™ Single use TFF membranes & skids 
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Why Single use ? 

 Shorter inter-campaign changing 

 Reduced risk of cross contamination 

 Reduced installation time 

 Reduction of initial investment 

 System flexibility 

 Simplification of the equipment 

 

 Two kinds of waste 

 Solid waste :  more important in single-use systems 

 Liquid waste :  more important in re-usable systems Reduced installation time 

 

 Energy consumption :  

 Sterilization, cleaning et materials 

50% reduction of  

energy costs 

Lower total cost of waste  

treatment generally 

Thorne et al. Biopharma (2012) 

See. Jean Guillerm talk 
Solutions pour minimiser les coûts de développement et de production   

(Session 4.) 
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A Complete filtration solution: What does 
that Mean? 

 

 Novasep SiusTM TFF cassettes. 
 

 Novasep SiusTM TFF Filter plate Insert/holders. 
 

 Novasep SiusTM  TFF skid. 



Easy Installation for an user friendly use! 
 

 SiusTM family of single-use cassettes 

 Purpose built for single-use  

 Ready to Use  - Reduced preparation time 

 Delivered in 0.2M NaOH – Pre-sanitized 
 

 Cassette design for PD to process scale  

 

4 

SiusTM-LS 0.01 –0.1 m² surface area SiusTM 0.5 –2.5 m² surface area 

SiusTM Overview 



SiusTM Cassette Sizes 

Perfect Scalability of  Filtration Surface Area! 
 

 Membrane Surface Areas Available 

 100 cm², 200 cm², 0.1 m² : Process development 

 0.5 m², 1.5 m², 2.5 m²: Pilot/Process 
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SiusTM-LS 0.01 –0.1 m² surface area SiusTM 0.5 –2.5 m² surface area 
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SiusTM Properties 

 2 types of membrane chemistry with ProStreamTM and HyStreamTM 

membranes (mPES) 

 
 Complete range of cut-offs: 1kD, 3kD, 5kD, 10kD, 30kD, 50kD, 100kD, 

300kD, 0.1µm, 0.2µm, 0.45µm, 0.65µm (HyStreamTM only) 
 

 3 different channel configurations available depending on the nature of 
streams 
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SiusTM Materials and Specifications 
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SiusTM  Assembly process 
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100% and individually tested! 

SiusTM  Regulatory and safety 



 Provides  a single use flow-path for Sius Cassettes 

 No Need to clean 

 No product contact between stream and stainless 

 Ease to use 

 Presanitized 

 Compatible with existing holders 

 Low cost existing holder 

 Two sizes 

Novasep SiusTM Family for Single use 
filter plate inserts 

Holder 4BMC => 0.5 m2 to 2.0 m2 

Holder 2BMC => 0.1 m2 to 0.5 m2 
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 USP Class VI Materials 

Novasep SiusTM Family for Single use 
filter plate inserts 
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Novasep Sius TFF skid 

Skid Single use flowpath 

Gamma irradiated 
Pre-connected 
3 bars resistant 
2 sizes available 

Completely single use 
Integrity testing line integrated 

High treatment capacity 
Completely automated 

Batch record 
21 CFR Part 11 compliance 

+ 
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Novasep Sius TFF skid: 
The hardware 

13 



Novasep Sius TFF skid: 
The consummables 
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Novasep Sius TFF skid: 
The software 

 

 

- 3 control Modes 

(Manual, automatic 

and recipe) 

 

- 7 functions 

covering all 

common TFF 

steps 

 

- 3 levels of alarms 

 

- Real time data 

acquisition & 

Batch record 

 

- Data export in CSV 

file 
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Novasep Sius TFF skid 
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2) Install the kit on the skid 

3) Install the tubing inside the pumps and the valve 4) Plug the sensors 

1) Install the membrane on the kit 



Conclusions 

Pre-Clinical Clinical Phase I, II, III 

TFF Area:  
0.5 m² to 2.0 m² 

TFF Area: 
0.01 m² to 0.5 m² 

Single-use solution: 
SiusTM–LS cassettes 

Single-use solution: 
SiusTM cassettes 

Guaranteed Scalability 

 Sius TFF cassette suits to any 
biopharma process  

 2 chemistries, different cut-offs,  

 Full range of format,  

 Different channel configurations 
 

 Sius flowpath and filter plate 
insert 

  USP classVI, gamma irradiated,  

 2 sizes available 
 

 Sius skid  

 High treatment capacity,  

 completely automated, batch 
record, 21 CFR Part 11 
compliance,  
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Thank you for your attention! 


