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Biological Development Support
Smarter data management increases efficiency, 
improves collaboration and shortens time to market

Dr Paul Denny-Gouldson CSO

IDBS
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Where do you want to take your R&D?
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Product and process lifecycle – current state
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Common actions will affect your drivers

 Link data to data
 Link data to people
 Link people to people

1010 0101
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Any major leap to upgrade your
operation carries consequences
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Where are you going to get the most value most quickly?

STOP!
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Along the way there are common
processes and science

Over 60% of what R&D companies do 
is fundamentally the same
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Understand your business processes
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Harmonize and optimize
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Prepare Dilution Buffer

Example: Scenario 1
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Calibrate pH meter

Example: Scenario 2
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Measure pH of samples

Example: Scenario 3
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Example Workflow: As-Is

Different forms, inefficient process, missing data
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Example Workflow: To-Be
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Think outside the swim lane



©2016 IDBS, Confidential
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Process at Workflow Level
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Large Molecule Formulations

18

Excipient: 
Reference to 

CoA

API details 
(Bulk Drug 
Substance)

Lookup

Define Study 
Setup

Define 
Formulation 

Recipe

Downstream

Project ID Material ID

Record 
Processing 

Steps

Perform 
Analysis

Analyze 
Results

SEC Visual 
Inspection DLS HIAC Etc.

Empower Zetasizer Particle 
Counter

Study Report

Report

Group

Data 
Source

Unique ID



©2016 IDBS, Confidential

©2015 IDBS

Bioprocess Customer Case studies
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Case Study
Company Overview
o One of the world’s largest Contract Development and Manufacturing Organizations (CDMO)
o ~300 users in Slough, UK

Business Challenge
Lonza had several key drivers to improve its business – increasing both quality and efficiency and reducing
overheads. Going paperless offered Lonza an ideal opportunity to address these challenges.

Areas Covered
o Mammalian Process Development
o Fermentation (cell culture)
o Purification
o Protein and Cell Line Analytics
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Case Study
Fermentation (Cell Culture)
o Documenting media preparation, which now happens much faster than on paper
o Capturing at-line and and offline measurements from a variety of cell culture scales, and 

combining these with summary online measurements

Purification
o Capturing data across a wide range of unit operations, including Chromatography and Filtration
o Used to summarize data generated by Akta’s and the Unicorn system

Cell Line and Protein Analytics
o Replacing paper forms to capture assays to determine product quality and quantity, including

ELISA, HPLC and Gel-Based analyses
o The project gave Lonza the opportunity to consolidate a large number of overlapping/redundant

SOPs
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Case Study
Company Overview
o The world’s 2nd largest Pharmaceutical company 
o Rollout to >400 users in Basel (Switzerland) and Cambridge (East Coast, US) in Process Development
o Novartis Research (NIBR) have also adopted E-WorkBook as their data management platform, with 

thousands of users worldwide

Business Challenge
Novartis were finding it difficult to get a comprehensive understanding of their product and process data
because of a heavy reliance on silos of information, such as Excel and paper notebooks

Areas Covered
o Mammalian and Microbial Process Development
o Cell Line Development and Fermentation (cell culture)
o Purification
o Protein and Cell Line Analytics
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Case Study
Company Overview
o The world’s 2nd largest Pharmaceutical company 
o Rollout to >400 users in Basel (Switzerland) and Cambridge (East Coast, US) in Process Development
o Novartis Research (NIBR) have also adopted E-WorkBook as their data management platform, with 

thousands of users worldwide

Business Challenge
Novartis were finding it difficult to get a comprehensive understanding of their product and process data
because of a heavy reliance on silos of information, such as Excel and paper notebooks

Areas Covered
o Mammalian and Microbial Process Development
o Cell Line Development and Fermentation (cell culture)
o Purification
o Protein and Cell Line Analytics
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Case Study
Cell Line Development & Fermentation
o Capturing the details and results of all experiments involved in the development and optimization of a new 

cell line in a single platform
o Encapsulates the process from Molecular Biology and Transfection, through to small scale production
o Currently being augmented with AssetHub, to provide genealogy throughout the process
o Complements an in-house system that captures online data

Purification
o Capturing data across a wide range of unit operations, including Chromatography and Filtration
o Supporting the exchange of samples and their results with Analytical groups

Cell Line and Protein Analytics
o Capturing the results from a comprehensive range of assays to determine product quality and quantity,

including ELISA, HPLC and Gel-Based analyses
o Adding valuable context to sample information
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Case Study

Key Benefits
o Capturing context-rich development data (including details of reagents, 

equipment and instruments used) and making it more meaningful, 
searchable and reusable.

o Improved collaboration and sharing of information between cell culture, 
purification and analytical labs as well as between Research and 
Development

o Reduction in data entry errors
o Process genealogy



©2016 IDBS, Confidential

Case Study
Company Overview
o Roche are the world’s 3rd largest Pharmaceutical company 
o Both Roche Penzberg (Germany) and Genentech (West Coast US) use the IDBS platform for process 

development data management

Business Challenge
Roche were finding it difficult to get a comprehensive understanding of their product and process data because of
a heavy reliance on silos of information. Roche consider one of the primary outputs of their work to be DATA

Areas Covered
o Mammalian Process Development
o Fermentation (cell culture) – (note that Genentech currently use a home built system for Fermentation )
o Purification
o Protein and Cell Line Analytics



©2016 IDBS, Confidential

Case Study
Fermentation (Roche)
o Captures Media preparation and enables referencing/traceability when media is used in a cell

culture experiment
o Captures at-line (e.g. cell count) and offline (sample) data from fermentation runs at a range of

scales
o Captures summary online data by integration with OSI-PI Historian

Purification (Roche & Genentech)
o Capturing data across a wide range of unit operations, including Chromatography and Filtration
o Supporting the exchange of samples and their results with Analytical groups

Cell Line and Protein Analytics (Roche & Genentech)
o Capturing the results from a comprehensive range of assays to determine product quality and

quantity, including ELISA, HPLC and Gel-Based analyses
o Integrated with Roche’s LIMS and Instrument Integration Layer
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Quotes
In their own words:
http://www.idbs.com/en/videos/2014/09/connect-2014-case-study-damas-markus-braunreuther,-roche/

Key Benefits
o IDBS provides an integral part of a ‘one stop shop’ for all Roche’s documentation and data analysis 

needs 
o Improved linkage between groups in the development process
o Greater product and process insight

http://www.idbs.com/en/videos/2014/09/connect-2014-case-study-damas-markus-braunreuther,-roche/
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Dr. Steve Flatman, Lonza Head of Mammalian Development Services

Customer testimony

“….adopting IDBS' Bioprocess Execution System as our data 
management solution will help us improve our processes and 
enhance the quality of the services we provide to customers.

After due consideration the IDBS software and service 
offering was our preferred solution. The knowledge and 
expertise of IDBS staff in the bioscience arena was a key 
factor in our decision."
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IDBS Partner

IDBS Customers

IDBS

IDBS Global 
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Different verticals

Or in R&D – new product vs new material, new medicine vs new drug,
new supplement vs new nutraceutical, IC50 vs IC_50

ENGINEERING ENERGY FOOD & 
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SCIENCES

CONSUMER 
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Research 
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Research 
Development

Research 
Development

Research 
Development

Research 
Development

Research 
Development

Research 
Development

Research 
Development

http://www.lonza.com/group/en.html
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Different verticals – similar science
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…to get you efficiently, reliably 
and affordably to your vision

IDBS uses a single platform throughout your 
journey to keep everything on track…
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For further information view our website:  www.idbs.com or email:  pdgouldson@idbs.com

Thank you for your time

http://blog.idbs.com/
https://www.linkedin.com/company/idbs
https://twitter.com/IDBSsoftware
https://plus.google.com/109346427501880889223/posts
http://www.slideshare.net/idbssoftware/
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