
 
 
 
    

 
 
 
 
 
 

 
 
 

 

Sartorius Stedim Biotech supports mainstream adoption of  
Quality by Design 

Unique technology portfolio enables design space characterization, effective 
translation to the large-scale and enhanced process analytics 

 

Goettingen, Germany / Aubagne, France, January 18, 2017 – Sartorius Stedim Biotech (SSB), 
a leading international supplier for the biopharmaceutical industry, has developed an 
innovative and fully integrated technology platform to meet the requirements of today’s 
upstream bioprocessing. It will allow customers to adopt a Quality by Design (QbD) approach 
in which they build quality into their biological products by combining the power of high-
throughput mini bioreactors with data analysis and knowledge management tools so that 
robust and well-characterized processes can be scaled up at the first attempt. 
 
The ICH Q8(R2) Guidelines define Quality by Design as a systematic approach to development 
that begins with predefined objectives and emphasizes product and process understanding 
and process control, based on sound science and quality risk management. The approach is 
borne out of the US Food and Drug Administration’s attempt to encourage the 
pharmaceutical industry to innovate as highlighted in their 2002 initiative “Pharmaceutical 
cGMPs for the 21st Century: A Risk-Based Approach.” Despite considerable interest, full QbD 
adoption by the biopharmaceutical industry has yet to occur.  
 
SSB is supporting the mainstream adoption of QbD principles by the biopharmaceutical 
industry as part of its Connect Upstream campaign that brings together the ambr® 250 high 
throughput or ambr® 250 modular systems for defining cell culture design spaces at the 
laboratory-scale with the MFCS SCADA system for data analysis and knowledge management. 
The new ambr® 250 modular is an innovative high-performance benchtop bioreactor system 
for parallel fermentation or cell cultivation. Central to the system is a new 100–250 mL 
single-use vessel design, fully integrated with liquid reservoirs and syringe pumps. The MFCS 
SCADA system is a feature-rich, GAMP category 4 software package – based on over 25 years 
of experience and 3,000 installations worldwide. The integrated MODDE DoE for design of 
experiments (DoE) and SIMCA software for multivariate data analysis (MVDA) enables the fast 
and straightforward implementation of a QbD approach to drug development. The S88 tool 
enables easy and safe recipe transfer across scales. 
 
The company’s new scale conversion tool will help to minimize any risk that large-scale 
processes performed in BIOSTAT STR® single-use bioreactors do not generate the required 
critical quality attributes. The BIOSTAT STR® family is a range of completely single-use 
bioreactors with a conventional stirred-tank design that is ideal for high-density cell culture 
applications. The range has true scalability from process development through pilot to 
production scales, minimizing both the effort associated with scaling up cell culture processes 
and the risk of process transfer even to larger-scale bioreactors. Furthermore, monitoring and 
analysis of critical process parameter during upstream processing are possible with the 
company’s PAT toolbox of sensors, controls tools and MVDA software. 
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More Information: 
 

Find more information about Connect Upstream: 
https://www.connect-upstream.com (for print publication) 
https://goo.gl/j22Ynt (for online publication) 
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With its unique portfolio, Sartorius Stedim Biotech supports mainstream adoption of 
QbD principles by the biopharmaceutical industry. 
 

Download:  https://www.connect-upstream.com/fileadmin/media/qbd_01.jpg 
 
 
A profile of Sartorius Stedim Biotech  
Sartorius Stedim Biotech is a leading international supplier of products and services that enable the 
biopharmaceutical industry to develop and manufacture drugs safely and efficiently. As a total 
solutions provider, Sartorius Stedim Biotech offers a portfolio covering nearly all steps of 
biopharmaceutical manufacture. The company focuses on single-use technologies and value-added 
services to meet the rapidly changing technology requirements of the industry it serves. Headquartered 
in Aubagne, France, Sartorius Stedim Biotech is quoted on the Eurolist of Euronext Paris. With its own 
manufacturing and R&D sites in Europe, North America and Asia and a global network of sales 
companies, Sartorius Stedim Biotech has a global reach. The company employs approx. 4,200 people, 
and in 2015 earned sales revenue of 884.3 million euros. 

 

Press contact:  Dominic Grone, Senior Manager Corporate Communications 
Sartorius Corporate Administration GmbH, Goettingen, Germany 
Phone: +49.(0)551.308.3324, email: dominic.grone@sartorius.com, www.sartorius-stedim.com 
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