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Overview

e Introduction to Janssen and our challenges
e Defining the recipe based knowledge management strategy
e How the OSIsoft PI System enables that strategy

e Closing remarks
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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



http://www.suretrial.com/business_problem.htm
http://icons.mysitemyway.com/wp-content/gallery/matte-white-square-icons-business/124801-matte-white-square-icon-business-phone-solid.png
http://images.google.com/imgres?imgurl=http://wac.osu.edu/images/excel_logo.jpg&imgrefurl=http://wac.osu.edu/standards/guide.htm&usg=__Y_Ln-x6KeQ5sTgzPovnev9Uf1Do=&h=45&w=50&sz=2&hl=en&start=19&sig2=jm1Ha5OFqbFQ9X7t0Zy9WA&um=1&itbs=1&tbnid=GXf87F0yAY64JM:&tbnh=45&tbnw=50&prev=/images?q=excel&um=1&hl=en&sa=N&tbo=1&imgsz=i&tbs=isch:1&ei=w4rES_yPD562tgOniqTQDA
http://images.google.com/imgres?imgurl=http://appliedoffice.net/images/icons/msaccess.gif&imgrefurl=http://appliedoffice.net/training-access.html&usg=__e2VchFntLucST4_MFkXfjRdtlBw=&h=40&w=40&sz=2&hl=en&start=2&sig2=VlQx0XXFwLje-tju_XjOWQ&um=1&itbs=1&tbnid=QtQKKQn6CH9IeM:&tbnh=40&tbnw=40&prev=/images?q=access&um=1&hl=en&tbo=1&imgtbs=z&imgsz=i&tbs=isch:1&ei=_YrES4StEoaitgOE8v3pDA
http://images.google.ie/imgres?imgurl=http://www.clker.com/cliparts/5/1/5/7/1195433363420233397molumen_Old_book.svg.hi.png&imgrefurl=http://www.clker.com/clipart-10958.html&usg=__2n_cyA8b2Y9DrOAI620MR3vRcZw=&h=518&w=600&sz=31&hl=en&start=10&itbs=1&tbnid=tuiA2Up9mULkDM:&tbnh=117&tbnw=135&prev=/images?q=book+clipart&hl=en&gbv=2&tbs=isch:1
http://freepages.genealogy.rootsweb.com/~jlbrown1820/augustlaubinger.bmp

Future State

PROACTIVE ANALYSIS

» Automated data - ‘ =
aggregation ( \

* More time spent on

analysis than :

T Recipe Based Knowledge Management
« Common knowledge I

management strategy I . ) i
Lab/Clinical/Commercial

* Electronic data capture
* Structured data

« Common standards

* Internal/external focus

e
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http://images.google.ie/imgres?imgurl=http://www.clker.com/cliparts/5/1/5/7/1195433363420233397molumen_Old_book.svg.hi.png&imgrefurl=http://www.clker.com/clipart-10958.html&usg=__2n_cyA8b2Y9DrOAI620MR3vRcZw=&h=518&w=600&sz=31&hl=en&start=10&itbs=1&tbnid=tuiA2Up9mULkDM:&tbnh=117&tbnw=135&prev=/images?q=book+clipart&hl=en&gbv=2&tbs=isch:1
http://freepages.genealogy.rootsweb.com/~jlbrown1820/augustlaubinger.bmp

S88 Recipe Based Knowledge Management Strategy
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S88 Recipe KM Strategy: Content

PLATFORM OPERATING CONDITIONS: 3L Bioreactor Process

Content

Recipe Model

Process

PHARMACEUTICAL COMPANIES
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Controlled Parameters

Sparger (type size) Sintered. 15 micron
Impelier (type)

Impeliers (number)

Air Overlay Rate-Post SIP (mL

Standardization) (mLpm)
Abration [DO probe standardization) (mipm)

Air Overlay Rate [post-probe standardization] (mLpm)
Bloreactor Agitation [post.probe standardization) (rpm)

adisted AFC for uture]

[ Adjust on-line pH based on oftine BGA pH

02 above high pH lime

Limitation for some Valley Equipment

[Does this need data confirmation?

[Many teams 01, 818 0,04 Bidg 4 0.02
-

Batched Medium Expiration Time fat operating Temp) (hrs)

lieed to compie data with MACH-1 to support this (72 hr better) Consider L

0 Solution Preparation\Add Materials and Mix\Addition:10

[6] Solution Preparation\Add Materials and My

|0 Addition:
Mials and Mix\Addition:8 | @) Addition:

0 solution Preparation\Add Materials and Mix\Addition:9 0 Addition:

Severity T celrren:

3
7 1 10
8 £t 4
9 1 1
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S88 Recipe KM Strategy: Execution

.aﬂ Execution

Material Requirements )
& reconciliation Recipe

Data & Events

OSIsoft

------------------ PI System
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S88 Recipe KM Strategy: Visualization

Visualization

Contextualized data to enable:

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

Action
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S88 Recipe KM Strategy: Link to the Regulatory Filing

CONTENT
Critical Parameters and Steps
Structured in S88 Format

Process

Regulatory F|I|ng = General Recipe

Site Executable
Recipe

Operatlon

EXECUTION
Data generated in S88 Format
Contains additional site details

VISUALIZATION
Critical Parameters and Steps
Context rich data




Value of the OSIsoft 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/
Unicorn PCS7 Instruments
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e \ery 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 IndependeniCla
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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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Please don’t forget to......

Complete the Online Survey Share what you saw with
for this session friends on Twitter, Facebook
or Linkedin!

#UC2013

Eventmobi.com/emeaucl3
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