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Single-use process platforms help  
biomanufacturers reduce costs



Platform processes that are capable of 
being used to manufacture different 
biologics from the same class are arguably 
the physical embodiment of this collective 
knowhow. The platform approach can be 
applied to classes of biopharmaceuticals 
such as Monoclonal Antibodies, Antibody-
Drug Conjugates and Vaccines. Process 
platforms allow tremendous efficiencies  
to be gained as they utilize the same 
equipment, supply chain for consumables, 
documentation and training. Learning  
acquired from the operation of one process 
can be applied to other processes within 
the platform and data can sometimes  
even be shared between processes during 
regulatory submissions.

For these reasons companies that have  
a pipeline of similar molecules have  
adopted the process platform approach  
to increase the efficiency of process 
development and increase standardization 
within operations. Contract Manufactur-
ing Organizations often make great use of 
process platforms because of their need 
to perform rapid process transfers and 
operate many different processes. Cost and 
time savings can be gained wherever it is 
possible use common equipment, methods 
and raw materials.

In this era in which organizations can  
be virtual and often increasingly without 
borders, a new trend is emerging whereby 
biopharmaceutical companies are  
collaborating with capable suppliers who 
can provide entire platform bioprocesses 
to their partners. Based upon the supplier’s 
experience of working on many develop-
ment and engineering projects with  
multiple clients their accumulated exper-
tise can be leveraged by biopharmaceuti-
cal companies seeking to rapidly install 
new production capabilities. These may be 
smaller companies whose focus has previ-
ously been on drug development but wish 
to develop a manufacturing competency or 
larger companies that want to outsource 
bioprocess innovation to a partner.

There are many new challenges facing 
those involved in the manufacture of 
biopharmaceuticals. Whereas in the past, 
overall process efficiency was sometimes 
treated as an afterthought as companies 
tried to get to market as quickly as  
possible, the production costs of biophar-
maceuticals are now, receiving greater 
attention which is spurring interest in 
continuous bioprocessing. The loss of  
patent protection from blockbuster drugs 
is creating a market for biosimilars in 
which being able to compete effectively 
requires low prices underpinned by low 
manufacturing costs. 

Enhanced flexibility and reduced operating 
costs are being achieved through the  
widespread adoption of single-use  
technology either as part of completely 
single-use processes or as hybrid solutions. 
However, questions around suitable stan-
dards for product contact plastics continue 
to be debated within industry forums.  
Greater assurance can be provided to  
regulators that products are manufactured 
by well controlled and characterized  
processes due to advances in process  
analytical technologies and enhanced  
QbD regulatory submissions. 

While bioprocess engineers must now  
apply themselves to addressing these issues 
they can at least be thankful that the  
collective experience within the industry  
is now sufficiently great that many of  
the original challenges faced by teams in 
the first few decade of the industry have  
now been resolved. Unless a particular 
project requires the entire process to be 
reimagined there need be no reason for 
designing individual bioprocesses from 
scratch. Fortunately we are able to stand 
on the shoulders of bioprocessing giants.

The collaboration between the biomanu-
facturer and its supplier becomes suffi-
ciently deep that the relationship requires 
management focus. They can be facilitated 
by working with partners who designate 
a single point of contact to the collabora-
tion by bioprocess leaders with an in-depth 
knowledge of the platform and associated 
services able to make timely recommenda-
tions to their clients whilst also knowing 
who and when to call upon more specialist 
expertise when required.

The resources that are saved by working 
with suppliers to deliver process platforms 
can be conserved altogether resulting in 
higher profitability or a reduced need  
to raise finance to fund operations. 
Alternatively the resource can be chan-
nelled back into the organization and used 
to address those significant and specific 
challenges that are difficult to outsource. 
Collaborations with suppliers of process 
platforms looks set to change the way  
biopharmaceutical companies are  
structured operate and compete as  
the biopharmaceutical industry reaches 
maturity.

Ref 1: https://www.sartorius.com/en/mab/
Ref 2: http://www.biooutsource.com/

Entire single-use bioprocess platforms for 
the production of monoclonal antibodies, 
for example, can be obtained from suppli-
ers such as Sartorius Stedim Biotech (ref 1). 
These are complete end-to-end production 
platforms, suitable for commercial manu-
facturing up to 2000 L Single-use bioreac-
tor scale and comprise a cell line, a seed 
train, the production bioreactor, harvest 
and purification steps, cell culture media 
and buffers with the associated equip-
ment required to produce them. Sartorius, 
indeed, is going beyond providing just the 
single-use equipment but is in addition 
able to provide cell lines, media optimiza-
tion services and product Bioanalytical 
and Biosafety testing (ref 2). By adopting 
process platforms the engineering burden 
is considerably reduced, lowering the cost 
and speed of implementation even in the 
event that the platform must be adapted 
to their specific requirements and will 
subsequently enable firms to reach the 
clinic sooner.

To be successful the implementation of 
process platforms must be adequately  
supported by the selected partner.  
Purchasing the tool without having a  
full understanding of how to use it  
effectively will prevent the full benefits 
from being realised. The necessary support 
may include process development tools, 
process simulation and cost of goods  
modelling, engineering and regulatory 
consultancy services. Access to this  
considerable expertise from suppliers pro-
viding fully integrated solutions can help 
biopharmaceutical companies save time 
and reduce their own costs for not having 
to develop these fully fledged competen-
cies in-house. 

Single-use  
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Sales and Service Contacts
For further contacts, visit www.sartorius-stedim.com

Europe
Germany
Sartorius Stedim Biotech GmbH
August-Spindler-Strasse 11
37079 Goettingen

Phone +49.551.308.0
Fax +49.551.308.3289

Sartorius Stedim Systems GmbH
Robert-Bosch-Strasse 5 – 7 
34302 Guxhagen

Phone +49.5665.407.0
Fax +49.5665.407.2200

France
Sartorius Stedim FMT S.A.S.
ZI des Paluds
Avenue de Jouques – CS 91051
13781 Aubagne Cedex

Phone +33.442.845600
Fax +33.442.845619

Sartorius Stedim France SAS
ZI des Paluds
Avenue de Jouques – CS 71058
13781 Aubagne Cedex 

Phone +33.442.845600
Fax +33.442.846545

Austria
Sartorius Stedim Austria GmbH
Modecenterstrasse 22
1030 Vienna

Phone +43.1.7965763.18
Fax +43.1.796576344

Belgium
Sartorius Stedim Belgium N.V.
Rue Colonel Bourg 105
1030 Bruxelles

Phone +32.2.756.06.80
Fax +32.2.756.06.81

Hungary
Sartorius Stedim Hungária Kft.
Kagyló u. 5
2092 Budakeszi

Phone +36.23.457.227
Fax +36.23.457.147

Italy
Sartorius Stedim Italy S.p.A.
Via dell’Antella, 76/A
50012 Antella-Bagno a Ripoli (FI)

Phone +39.055.63.40.41
Fax +39.055.63.40.526

 
Netherlands
Sartorius Stedim Netherlands B.V.

Phone +31.30.60.25.080
Fax +31.30.60.25.099

filtratie.nederland@sartorius-stedim.com

Poland
Sartorius Stedim Poland Sp. z o.o.
ul. Wrzesinska 70
62-025 Kostrzyn

Phone +48.61.647.38.40
Fax +48.61.879.25.04

Russian Federation
LLC “Sartorius Stedim RUS”
Uralskaya str. 4, Lit. B
199155 St. Petersburg

Phone +7.812.327.53.27
Fax +7.812.327.53.23

Spain
Sartorius Stedim Spain, S.A.U.
Avda. de la Industria, 32
Edificio PAYMA
28108 Alcobendas (Madrid)

Phone +34.902.110.935
Fax +34.91.358.96.23

Switzerland
Sartorius Stedim Switzerland AG
Ringstrasse 24 a
8317 Tagelswangen

Phone +41.52.354.36.36
Fax +41.52.354.36.46

U.K.
Sartorius Stedim UK Ltd.
Longmead Business Centre
Blenheim Road, Epsom
Surrey KT19 9 QQ

Phone +44.1372.737159
Fax +44.1372.726171

Ukraine
LLS “Sartorius RUS”
Post Box 440 “B”
01001 Kiev, Ukraine

Phone +380.44.411.4918
Fax +380.50.623.3162

Americas
USA
Sartorius Stedim North America Inc.
5 Orville Drive, Suite 200
Bohemia, NY 11716

Toll-Free +1.800.368.7178
Fax +1.631.254.4253

Argentina
Sartorius Argentina S.A. 
Int. A. Ávalos 4251 
B1605ECS Munro 
Buenos Aires 

Phone +54.11.4721.0505 
Fax +54.11.4762.2333 

Brazil
Sartorius do Brasil Ltda 
Avenida Senador Vergueiro 2962 
São Bernardo do Campo 
CEP 09600-000 - SP- Brasil

Phone +55.11.4362.8900
Fax +55.11.4362.8901

Mexico
Sartorius de México, S.A. de C.V.
Libramiento Norte de Tepotzotlan s/n,
Colonia Barrio Tlacateco,
Municipio de Tepotzotlan,
Estado de México,
C.P. 54605

Phone +52.55.5562.1102
Fax +52.55.5562.2942

leadsmex@sartorius.com

Peru
Sartorius Peru S.A.C.
Av. Emilio Cavenecia 264 San Isidro
15073 Lima, Perú

Phone +51.1.441 0158 
Fax +51.1.422 6100 

Asia|Pacific
Australia
Sartorius Stedim Australia Pty. Ltd.
Unit 5, 7-11 Rodeo Drive
Dandenong South Vic 3175

Phone +61.3.8762.1800
Fax +61.3.8762.1828

 
China
Sartorius Stedim Biotech (Beijing) Co. Ltd.
No. 33 Yu’an Road
Airport Industrial Park Zone B
Shunyi District, Beijing 101300

Phone +86.10.80426516
Fax +86.10.80426580

Sartorius Stedim (Shanghai) 
Trading Co., Ltd.
3rd Floor, North Wing, Tower 1
No. 4560 Jinke Road
Zhangjiang Hi-Tech Park 
Pudong District
Shanghai 201210, P.R. China

Phone +86.21.6878.2300
Fax +86.21.6878.2882

Sartorius Stedim Biotech (Beijing) Co. Ltd.
Guangzhou Representative Office
Unit K, Building 23
Huihua Commerce & Trade Building
No. 80 Xianlie Middle Road
Guangzhou 510070

Phone +86.20.37618687 | 37618651
Fax +86.20.37619051

India
Sartorius Stedim India Pvt. Ltd.
#69/2-69/3, NH 48, Jakkasandra
Nelamangala Tq
562 123 Bangalore, India

Phone +91.80.4350.5250
Fax +91.80.4350.5253

Japan
Sartorius Stedim Japan K.K.
4th Fl., Daiwa Shinagawa North Bldg.
8-11, Kita-Shinagawa 1-chome
Shinagawa-ku, Tokyo, 140-0001 Japan

Phone +81.3.4331.4300
Fax +81.3.4331.4301

Malaysia
Sartorius Stedim Malaysia Sdn. Bhd.
Lot L3-E-3B, Enterprise 4
Technology Park Malaysia
Bukit Jalil
57000 Kuala Lumpur, Malaysia

Phone +60.3.8996.0622
Fax +60.3.8996.0755

Singapore
Sartorius Stedim Singapore Pte. Ltd.
1 Science Park Road, 
The Capricorn, #05-08A,
Singapore Science Park II
Singapore 117528

Phone +65.6872.3966
Fax +65.6778.2494

South Korea
Sartorius Korea Biotech Co., Ltd.
8th Floor, Solid Space B/D, 
PanGyoYeok-Ro 220, BunDang-Gu
SeongNam-Si, GyeongGi-Do, 463-400

Phone +82.31.622.5700
Fax +82.31.622.5799

www.sartorius-stedim.com Sp
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