Biological Development Support

Smarter data management increases efficiency,
improves collaboration and shortens time to market
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nnnnnnnnnnnnnnnnnnnnnn

idbs

Research

F F’ LIMS
Instrument Paper [ o SDMS j
notebook

_ Paper [ } Paper m
DB notebook T Hlstorlan
6 -
- LIMS F Paper l f [ MES
Instrument record

ERP J




nnnnnnnnnnnnnnnnnnnnn

idbs

Link data to data

Link people to people
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Where are you going to get the most value most quickly?
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Understand your business processes

Record
Select or Define Print Preparation Calculate Component Record Amounts Write and Attach Scan Preparation

: Amounts .

Formulation Sheet (Paper) M I Details Weighed Label (Manual) Sheet

START (Manua) (Manual)

Manual .

o ;
‘

Prep
= Shee

E

U]

Work in partnership Review interaction Identify what works
with your Lean/OpEx between groups, data well, opportunities
initiatives flow and reporting for improvement
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Harmonize and optimize

Calculate Retrieve Record Amounts Print and Attach
Select Template Amounts Component . Label with
(Automatic) Details Weighed Unique Barcode
START q END

Im[l)ort Im[laort
Better user Batch ID
experience and
improved data flow
i



©2014 IDBS, Confidential

idbs

Example: Scenario 1

Prepare Dilution Buffer

Standard Measure
‘| recipes? ' pH?
Define Buffer, Eml(rel;ocr:rzgtri)c?:em Calculate Weigh and Add Mix and Attach Buffer
e.g. 0.1M NacCl MW ’ Amounts Components Dispense Label
START €.9. END
Mass
(@) ~|  Assign
Material ID unique ID?
pm——————— .

Receive

Record
: : Instrument ID?
| Materials from |
I |
I |

Central Stores
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Example: Scenario 2

Calibrate pH meter

Method Slope /
y [input, sop? , [ Log book " Offset
Record buffer Record Result?
u -
ciﬁggalo?]ﬂ;nde valt?]dvg:? dr?aert]e; details measurements Calculations PASS Rec?c:d ggg?(lls n
START 9 9 (low, high, check) for each buffer 9
FAIL
Materlal ID pH
! ,——— TN
FTT T T T TN pH Meter n ' '
[ _ I S ' Further |
[ Receive | *[Prlntouts? I investigation |
| Materials from | | [
| Central Stores | - [
| G TTmTmTmTTT =
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Example: Scenario 3

Measure pH of samples

Save and To LIMS?

[ From? | label vials? - Part of wider
e | Expiry date? | testing study?
s | R q Assessment
Select Method / ample . ecor Calculations / Meets
Collect Samples Preparation: measurements - Reported result
SOP Aliquot into vial triolicat Statistics Spec
START iquot into via (triplicate) END
: ‘ Out Of Spec
Sample ID Material ID pH i
rT T T T T TN
Check oH met pH Meter
eck ph meter g Further

calibration . L
investigation

“\“\[Printouts?

" Calibration e >
Workflow
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Example Workflow: As-Is

Calculate Record
Select or Define Component Component Record Amounts Write and Attach Scan Prep
Recipe Amounts Details Weighed/Added Label Sheets)
START (Manual) D (Manual) END

> ) | )

‘ Manual N
= Prep Batch ID _
' W= sh hdabe
= eet
= Balance
) . o | Targetvol | Amt ]
0m§r Component Supplier Lot Number Amt/L L Added Initials Date
1 Purified Water Wi L2 NI 23L = &/ | 0 Jan 5
2 Phytone Pk . AZosay 145.0g 9.0 | L0 9 | 0Tenid
- Ty — . Y
3 Sodium Phosphate | uomea G 2T 18g 3ea
— - P ion Name:
4 Mix until dissolved Total Volume:
5 Purified Water [PAE Ry I [ M I.P‘ - To total volume Component Supplier Lot Number Expiry Date Amount Reference to Printouts
6 Mix until homogeneous
Prepared By & Date: Location:

Different forms, inefficient process, missing data
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Example Workflow: To-Be

START Template (Automatic) Details Unique Identifier END

~
. Calculate .
SS(';? Sgniréci:ﬂgr Component Cor\r)'rfcgr:c(ian t Record Amounts W"tif,‘gfj v\',Aittrt]aCh Link to Usage
pe-Sp Amounts P Weighed/Added . o (Automatic) Q

Lookup Import Lookup

Materials
Balance Batch ID
DB
. Target |Target| Target |Amount| . | Link to )
Instructions Internal ID | Component for IL | Units | Amount | Added Units Py Comment Equlpm ent ID
DI water MO000S1 DI Water 0.8 L 0.8L 0.80 L OPEN
Calciumn chloride.2 H2O MO00039 CaCl.2H20 1.05 q 1.05g g Adjusted Recipe
—
CPEN . I
alcl3.6H20 MOD004S ALCI36H20 0.02 q 002g 002 a |7 Media Name
b h 1 b (OPEN 1 P:29 May 2014 E:29 Jun 2014
Zn504.7H20 MO00046 ZnS04.7H20 0.08 g 0.08g 0.08 5] —
| A A | | (OPEN |
CoCl2.6Hz20 MO00047 CoCl2.6H20 0.12 q 0.12q 0.12 a (=
. . - Al A hl b
Mix components unitil Fully MO0D048 (CUS04.5H20 OPEN BOODO12 P
dissolved
- Al A | - b
HCl (35%) MODO0S3
b A A b h |
DI Water MO00126 HC {35%) 1 L 1L L
9 Mix solution thoroughly, until b " ) N 1
homogenous.

Make it easy to trace materials and expiry dates
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Think outside the swim lane
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cross Departments / Groups

Process Development

Control
System

BGA,
Bioanalyzer

Experiment

&= (
|

Bioreactor }

|
|
|
|
Cross-Batch |
Comparison |
|
|
|

Sample ID

Purification Study Setup / | Analysis/ | Primary
Development Material | Interpretation | | ge— Packaging
Processing | | Development

Sample |
Inventory

Chromatography
Methods

photometric
Methods

Characterization

Spectrometry Elecffophoretic

Methods

Equipment / Column Management

Purchased
Materials

Reference
{ Media/Buffer } { Standards/
Preparation

Controls

Registered Equipment
Columns Usage

Data
Source

Report

idbs
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Process at Workflow Level

START

Batch ID

Enter Process

Sample ID

150

125 1

100

75

50

30 40

Elapsed Time (hr)

Enter harvest
details

Send request(s) to
Analytics, DSP

Setup details and Request Enter |nocu|l_1m
Culture culture details
batch IDs
PBrzm;?:ttizrn Enter media and
p » feed lots, calculate
addition volumes
Bioreactor J
Cleaning
] ] Cell culture
Filter testing, > addition
Probe (calculated)
calibration
Bioreactor ]
Sterilisation Enter sampling
N and daily
monitoring details
Probe
calibration .
Import online and
] offline data
Incubation
parameters ‘
stabilisation

DataLink / File Import

=0

o

Review statistics
and results charts

0

END

Unique ID
Data
Source

idbs
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Large Molecule Formulations

Define Stud Define API details Record Perform Analvze
Sety y Formulation (Bulk Drug Processing Analvsis ReSL)J/|tS

P Recipe Substance) Steps y
I - TN Study Report

7
N
Project ID Material ID Lookup o7 N
P e - N N
/,// Downstream _7 - N N

- N

idbs

Report

Excipient: .7~ - N
Reference to -~ i AN
CoA Phd N
- N
"/_ _____________________________ \
l [
l i [
1| sec Visual DLS HIAC Ete. ||
| Inspection '
| | | |
. Particle
|
[ ‘ ( coasker O Counter |
Data |
Source ‘_ )
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Bioprocess Customer Case studies
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Case Study LONZQA

Company Overview
One of the world’s largest Contract Development and Manufacturing Organizations (CDMOQ)
~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

Mammalian Process Development
Fermentation (cell culture)
Purification

Protein and Cell Line Analytics
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Case Study

Fermentation (Cell Culture)

Documenting media preparation, which now happens much faster than on paper
Capturing at-line and and offline measurements from a variety of cell culture scales, and
combining these with summary online measurements

LONZAa”

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

Cell Line and Protein Analytics

Replacing paper forms to capture assays to determine product quality and quantity, including
ELISA, HPLC and Gel-Based analyses
The project gave Lonza the opportunity to consolidate a large number of overlapping/redundant

SOPs
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Case Study ) NOVARTIS

Company Overview

The world’s 2" largest Pharmaceutical company
Rollout to >400 users in Basel (Switzerland) and Cambridge (East Coast, US) in Process Development

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

Mammalian and Microbial Process Development

Cell Line Development and Fermentation (cell culture)
Purification

Protein and Cell Line Analytics
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Case Study Y NOVARTIS

Company Overview

The world’s 2" largest Pharmaceutical company
Rollout to >400 users in Basel (Switzerland) and Cambridge (East Coast, US) in Process Development

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

Mammalian and Microbial Process Development

Cell Line Development and Fermentation (cell culture)
Purification

Protein and Cell Line Analytics
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Case Study Y NOVARTIS

Cell Line Development & Fermentation

Capturing the details and results of all experiments involved in the development and optimization of a new
cell line in a single platform

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

Purification

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

Cell Line and Protein Analytics

Capturing the results from a comprehensive range of assays to determine product quality and quantity,
including ELISA, HPLC and Gel-Based analyses

Adding valuable context to sample information
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Case Study

Key Benefits

Capturing context-rich development data (including details of reagents,
equipment and instruments used) and making it more meaningful,
searchable and reusable.

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

Reduction in data entry errors
Process genealogy



-

Case Stde, -

Company Ove

Roche are the world’s 3™ largest Pharmaceutical company
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

Mammalian Process Development
Fermentation (cell culture) - (note that Genentech currently use a home built system for Fermentation )

Purification
Protein and Cell Line Analytics
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Case Study

Fermentation (Roche)

Captures Media preparation and enables referencing/traceability when media is used in a cell
culture experiment

Captures at-line (e.qg. cell count) and offline (sample) data from fermentation runs at a range of
scales

Captures summary online data by integration with OSI-PI Historian

Purification (Roche & Genentech)

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

Cell Line and Protein Analytics (Roche & Genentech)]

Capturing the results from a comprehensive range of assays to determine product quality and
quantity, including ELISA, HPLC and Gel-Based analyses

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

IDBS provides an integral part of a ‘one stop shop’ for all Roche’'s documentation and data analysis
needs
Improved linkage between groups in the development process

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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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.”

Dr. Steve Flatman, Lonza Head of Mammalian Development Services
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Different verticals

SANOFI ;
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Or in R&D - new product vs new material, new medicine vs new drug,

new supplement vs new nutraceutical, IC50 vs IC_50


http://www.lonza.com/group/en.html
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Different verticals - similar science

idbs

I

High volume testing

Biologica sciences

oo Bolgicalscences  Su®

Chemical sciences

)
l

Translational sciences

i
N

Pharmacoogy & preclinicl sciences

Aalytical sciencs

QQ
N\

Data & finanial modeling

i i i i Daiichi Sankyo
Jcl Cargill Genentech H
John Deere Danone BASF Bayer L’Oréal GSK Barts
Sealy Total i Driscoll Foods DuPont Syngenta Pfizer Pfizer i Jewish General



nnnnnnnnnnnnnnnnnnnnnn

idbs
IDBS uses a single platform throughout your
journey to keep everything on track...
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Thank you for your time

IDBS

blog.idbs.com 8 _|_ LinkedIn: IDBS Connections

\%a/

Twitter: #IDBSsoftware SlideShare: IDBS

Google+: IDBSsoftware

For further information view our website: www.idbs.com or email: pdgouldson@idbs.com


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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