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Overview
e Introduction to Janssen and our challenges
e Defining the recipe based knowledge management strategy
e How the OSI PI system enables that strategy

e Closing remarks




Janssen
Gohrmronsfohimron

janssen )’ rrsmsenmes commans

Cardiovascular & Infectious
Metabolism Immunology Dlseas_es & Neuroscience Oncology
Vaccines

e
I .,
o
@
H Internal
o M External

—

Janssen ' | Z:ARMACEU‘I:CAL COMPANIES ' 3



Current State

/—
REACTIVE ANALYSIS

* More time spent on
aggregation than
analysis

* Lack of knowledge
management strategy

* Mix of paper/electronic

* Unstructured data

* Few standards

* Little built-in context

« Efforts mainly focused
internally




Future State

/—
PROACTIVE ANALYSIS

* Automated data
aggregation ( \
* More time spent on

analysis than :
B Recipe Based Knowledge Management

« Common knowledge ]

management strategy i .. : i
Lab/Clinical/Commercial

* Electronic data capture
* Structured data

» Common standards

* Internal/external focus




)

S88 Recipe Based Knowledge Management Strategy

/ Content \( Execution

Recipe Model Recipe Based Workflow

Process

s |
= Operat ion ) —

Y Visualization \

~~~~~ Process




S88 Recipe KM Strategy: Content

PLATFORM OPERATING CONDITIONS: 3L Bioreactor Process

Comments

Piatiorm Basal Medium

7 content S

Sparger (type'size) Sintered; 15 micron

i L i) Applik hed blad
Recipe Model s g
la) (mLpm)

Process

|Adust on-ine pH based on oftine BGA pH
c02 above high pH imit
IR Gization) (mLpm) Limitation for some Valley Equipment
ibration [DO probe standardization] (mLpm) 7 [Does this need data confirmation?
Air Overlay Rate [post.probe standardization] (mLpm) any teams 0.1, 818 0.04. Bidg 4 0.02. ==

Bioreactor Agitation [post.probe standardization] (rpm) vwv o=
Batched Medium Expiration Time [at of ing T rs) ieed to compie dota with MACH1 1o support this (12 btter) Consider L =
Severity T Courrém T Y Den & i Y
OJ Solution Preparation\Add Materials and Mix\Addition:10 | |0 Addition:1
\6] Solution Preparation\Add Materials and Mix U il 8 16 80
O Addition: 3 3
n: 1 = 4 20
O Addition: 14 4 1 4
0 Addition:2 1 15
[} 2 4 8 8
o 4 a
| Addition: 1 5 - 20
3 1 1 3 3
|0/ Addition:7 1 10 X 10 10
0| Solution § als and Mix\Addition:8 0 Addition:8 1 4 5 4 20
0] solution Meparation\add Materials and Mix\addition:9 | (@] Addition:9 1 1 |5 1 1
4] ] [ 3
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S88 Recipe KM Strategy: Execution

MGG Execution

Material ﬂ,{equirements )
& recpnciliation Recipe

Data & Events

Process
Data
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S88 Recipe KM Strategy: Visualization

Contextualized data to enable:

Real time process monitoring
Quality reporting and review
Reliability monitoring and analysis
Continuous Process Verification
Process optimization

Visualization

Process

Ja nSSen , I ::ARMACEUTICAL COMPANIES T
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S88 Recipe KM Strategy: Link to the Regulatory Filing

Regulatory Filing = General Recipe

s Contrah

CONTENT
Critical Parameters and Steps i
Structured in S88 Format §
3
— )
Process )
Site Executable
= Recipe
VISUALIZATION
F [EE . I— | bl Bz Critical Parameters and Steps
” — i Context rich data
Operation
I
EXECUTION

Data generated in S88 Format
Contains additional site details
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Value of the OSI PI System

e Very disparate systems landscape

- ranging from distributed process control systems
with inherent historian capability to stand-alone
instruments with paper printouts

e Require capability to capture and aggregate data for
visualisation, reporting & analysis

Siemens Various PLC’s/
PCS7 Instruments

Emerson
DeltaVv




Value of the OSI PI System: Future

e Very disparate systems landscape - now
including MES, ELN, Manual Data Entry...

e Ability to share contextualized process data with
external partners is critical

e Require capability to capture and aggregate data
for visualisation, reporting & analysis

—
e |Independent.Cloud-base
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Internal External External

External
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Conclusions

e Janssen is actively driving forward on S88 KM Strategy:
— Content: Defining platform recipes
— Execution: Aligning systems to S88 Platform definitions

— Visualization: Building advanced analytical and modeling tools to
help scientists and engineers gain advanced understanding of our
processes

e A solution is required for a source independent data aggregation layer
to include contextualized data from multiple enterprises.

e Collaboration with other companies would help drive this solution.
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