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Life Sciences PI User Group (PUG)
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Objectives:

• Identify Best Practices 

• Share knowledge and ideas across 

our industry

• Foster communication with OSIsoft 

regarding our industry needs

Want to opt in?
https://pisquare.osisoft.com/groups/life-sciences

Or contact jsirois@osisoft.com

Have questions?

• Craig.taylor@bmrn.com 

• pmoree@osisoft.com

• Visit the PI Square Booth

Board Members Company

Craig Taylor - Chair BioMarin

Cassandra Murillo Regeneron

Colm Bambury Amgen

Jeff Denz Eli Lilly

Myles Sumlin Genentech

Sarosh Guzder Shire

Join to discuss best practices, white papers, share news, and exchange ideas.
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Recap from PUG meeting yesterday
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When: Tuesday 9/27/2016 5:30 PM 
to 7:30 PM CEST (Central European 
Summer Time)

Agenda:

5:30 p.m. – PUG Meeting Start / 
Icebreaker (Craig/Petter/Jarita)

5:45 p.m. – Charter Review (Craig)

6:15 p.m. – Craig Taylor “Regional 
PI System Implementation at 
BioMarin”

6:30 p.m. – Anthony Narag “Shire’s 
Global PI Implementation”

6:45 p.m. – Workshop Item #1 “PI 
Batch to Event Frames Risks, 
Concerns and Opportunities”

https://www.timeanddate.com/worldclock/converted.html?iso=20160927T1730&p1=37&p2=224


© Copyright 2016 OSIsoft, LLCEMEA USERS CONFERENCE   •   BERLIN, GERMANY

Day at glance
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Time Title Presenter(s)

9:00 – 9:30 Enabling Decisions and improving Quality Petter Moree - OSIsoft

9:30 – 10:00 Using Data Analytics to drive Process Optimization in Whiskey Manufacturing Dagmara Dabrowska - Irish Distillers Pernod-

Ricard

10:00 – 10:15 Transfer Time

10:15 – 10:45 Monitoring Environmental Conditions on the Manufacturing Floor with PI 

Coresight

Arsenio Sanchez - Janssen

10:45 – 11:00 BREAK - Potsdam Foyer

11:00 – 11:30 Productivity and Quality Improvements Through Continuous Contextualization of 

PI System Data

James Li, Shamus Cunningham - Abbott 

Nutrition & Seeq

11:30 – 11:45 Transfer Time

11:45 – 12:15 Transitioning to a Modern PI System in a Validated Environment Julio López, Marc Olive - Abbott Labs & AG 

Solution

12:15 – 14:15 LUNCH - Pavillon

14:15 – 14:45 The PI System - Enabling a Digital Factory Michael Pelz - Clariant

14:45 – 15:00 Transfer Time

15:00 – 15:45 GxP Compliant Alarm Handling with Event Frames and AF Gerd Fromm, Christian Wirth, Philipp Sutter -

Roche

15:45 – 16:15 Wrap-up and Next steps Petter Moree, David Casazza - OSIsoft

18:00 - Dinner Party Berlin U3
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Presented by

Enabling Decisions and 

Improving Quality

Petter Moree, Industry Principal –

Food & Beverage, Life Sciences, Specialty Chemicals
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Current Trends
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Analytics 
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The phases of product and process

The Ecosystem

The levels of operation
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Pharmaceutical 
Company

CMO

Equipment 
vendors

Service 
Partners

Regulatory

Agencies
CRO

Multiple 
sites

Material 
vendors

Communities

Enterprise

Plants

Units

Assets

Sensors
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Warning: Currently, data analysts 

spend 50-80% of their time merely 

collecting and preparing data1

Analysis

Data Prep 

& Cleaning

RiskTime Expense

Warning: data integration often 

requires ongoing upkeep

1https://hbr.org/2014/04/the-sexiest-job-of-the-21st-century-is-tedious-and-that-needs-to-change/

Warning: If “why?” for the project is 

not clearly communicated, business 

barriers will delay and risk the project

Data Integration and Analytics
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Analytics Journey
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Today’s Basic Analytics

Descriptive
Analytics

• Point-by-point querying

Diagnostic
Analytics

Predictive
Analytics

Prescriptive
Analytics

Analytics Maturity

• What happened? 
• Provides info about 

past problems fleet-
wide

• Why/When did it 
happen? 

• Provides insight and 
visibility into what can 
be improved where

• What will happen? 
• Provides predictions 

(foresight) that lower 
maintenance costs, 
optimize efficiency and 
productivity

• How can we make it 
happen or avoid it 
happening? 

• Provides 
recommendations for the 
best course of action to 
achieve desired 
outcomes; based on 
predictive analytics

Descriptive &
Diagnostic Analytics

Predictive & 
Prescriptive Analytics

Basic Analytics

P
o

s
s
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a
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Analytics in Life Sciences, F&B and Chemicals

Process Understanding
Scale up/down
Tech transfer

Material influence
Risk Assessment
CPP, CMA, CQA

Golden batch analysis
Time-to-market

Site to site comparison
CAPA

De-bottlenecking
Predict Quality attributes

Capacity 
Calibration

Real-time control (APC)
Golden Batch analysis

Scale up/down
Supply Chain Management

Trouble Shooting
Trending

Out of Specification Investigation 
Real-time monitoring/SPC

End process 
prediction/determination

Optimization
Process Analytical Technology

Early Fault detection
Asset Health

Real time release testing (RTRt)
Batch release

CPV/OPV (Continued Process 
Verification)

Annual Product and Quality 
Reviews

Reporting & RBE
Quality be Design

12

Analytical Applications in different phases
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Process Data 

brings value 

to process & 

product

13
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FDA References on analytics
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FDA view: Model impact and validation
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Data Integrity

“Data integrity is fundamental in a 

pharmaceutical quality system which ensures 

that medicines are of the required quality…Data 

integrity requirements apply equally to manual 

(paper) and electronic data.” (MHRA,2014)

What is Data Integrity?

• Refers to maintaining and assuring the accuracy 

and consistency of data over its entire life cycle 

and is a critical aspect to the design, 

implementation and usage of any system which 

stores, processes or retrieves data

• Data is recorded exactly as intended, and upon 

later retrieval, the data is the same as it was 

when it was originally recorded

• Data is complete, consistent & accurate

ALCOA

A – attributable to the person generating the data

L – legible and permanent

C – contemporaneous

O – original record or true copy

A – accurate
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Data Integrity

• Data Integrity are those elements that give the data its 

trustworthiness

• Reliability: Completeness and Accuracy 

• Authenticity: It is what it claims to be 

• Reviewability: It can be reviewed, analyzed and interpreted 

with its full meaning and context 
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Data Integrity and Contract Organizations (CMO/CDMO)

• Carmelo Rosa, Director of FDA OMPQ’s (Office of 
Manufacturing & Product Quality), recently acknowledged 
that “Data integrity issues have always existed!”, but now 
FDA is doing more to uncover the evidence of such 
problems. 

• Drug makers should not look to contract manufacturers to 
reduce their responsibility for data accuracy and reliability, 
Some biopharma companies regard contract testing and 
production operations as one way to alleviate their 
involvement in inspections and dealings with regulatory 
authorities. 

• Rosa emphasized that the licensed manufacturer remains 
responsible for products meeting all quality standards and 
noted that FDA and other authorities are looking closely at 
all facilities, including CMOs. 

• Although a Global issue, many of the most egregious data 
integrity transgressions have surfaced at Indian API & 
finished product manufacturing facilities. Data Integrity 
issues are a Global problem 

Source: John Avellanet – CMO Conference 2016, New Brunswick, 

www.ceruleanllc.com
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Metadata – Data about Data

• Metadata is structured information that describes, explains or 
makes it easier to retrieve, use and manage data.

• Examples: 

– Time/date, Data source, Type (Clinical trial batch, validation 
batch manufacturing, OOS, … ), person ID, unit of measure 
(UOM), asset, version/producer of sensor/equipment, in 
operation since, last calibration/maintenance, next planned 
maintenance, Batch ID, sub-batch, lot, material(s), recipe, 
customer, previous batch, performance, risk/FMEA/RPN, 
CPP, CQA, CMA, detection limit, NOR, PAR, …
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Fundament for Electronic data 

Paper

1. Legible 

2. Contemporaneous

3. Permanent (no white out) 

4. Attributable 

5. Traceable 

6. Changes 

Electronic

1. Legible 

2. Time date stamp 

3. Annotation tools 

4. User ID & password 

5. Meta data

6. Audit trails, meta data 
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Data Integrity includes several parts

• Breach of Data Integrity is a violation of the integrity of Data. 
Which means, the actions performed and the 
documents/records written do not reflect the truth and the reality 
which has taken place. It is not about Lab Data alone “Data 
Integrity is not only about the QC, it applies to compliance with 
GMPs and Relates to: 

1. Research & Development 

2. Clinical Trials 

3. Manufacturing & Testing 

i. Including CMO and CMA

4. Inspection - Post Inspection Activities 
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Data Integrity in your ecosystem

What controls do YOU have over your data at or from your 

suppliers so that FDA can rely on your data?

27
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Wrap Up
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Our Ask?

Your requests?

What would you like to see?

What do you like to share?

29
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Business critical 

applications/analytics
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QbD
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CPV and OPV

• Ongoing Process Verification – OPV 

Manufacturers should monitor 

product quality to ensure that a 

state of control is maintained...

Annex 15 

• Continued Process Verification – CPV

– Phase 3 of Validation Process of 

FDA Guideline

32
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Data collection

33

Starting 

Mtrl

CMA

Unit 

Operation 

1

CPP

Unit 

Operation 

2

CPP

Unit 

Operation 

n

CPP

Final 

Product

CQA

I

P

C

I

P

C

I

P

C

Input data - X Output data - Y

Challenge 1: IT‐related task to establish a platform where all data coming from different sources are compiled

Challenge 2: Data analysis approach for trending CQA and CPP/CMA
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CPV possible workflow
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PI LIMS, MES Quality Events, 
Reports

Statistics Visualization

Detect Exceptions Investigate Root Cause

analyze, report

select, drill down

record
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Process Engineer MS&T and PAT Teams

Quality Assurance

Management

Operator

R&D

Analyze Process

Behavior

Monitor Equipment 

Performance

Energy management                               

Model building

Predictive analytics

Review Batch Report

Trouble shooting

CPV enablement

Review Batch Report

by Exception

Analyze Batch Quality

Verify Room Conditions

Release or RTRt

Product Development

Process scale up/down

Analytical Development

Experimentation

Design Space

Review KPIs

Establishment of regulatory initiatives

See Multiple Sites

Analyze Process 

Behavior

Monitor Equipment 

Performance

Bridge DCS Gaps                               

How is real-time data Used in Life Science, F&B and Chemicals?
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Our commitment 
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Presented by

PI Event Frames 

Initiative Roadmap

Chris Nelson, David Casazza

Dan Fishman, Tom LeBay
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Event Frames Roadmap – The story until now

2013 2014 2015

PI Coresight 

Related events

Hierarchical events

PI Event Frames 

Generator

PI System Access

PI OLEDB Enterprise

PI Web Services 

PI JDBC

PI AF Analytics

Events detection

PI DataLink 2014

Events in Excel

PI AF 2014

Audit trail viewer

PI Web API

Initial EF support

PI AF 2015

EF value capture

Locked EFs

PI Server 2015

Batch to EF migration

2013 to 2015
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Event Frames Roadmap – The story continues

1H 2H 1H

PI Coresight 2016

• Process monitoring

PI Integrator for Business 

Analytics 2016 

• Event view

Asset FrameWork

• Event Severity and 

Acknowledgement

PI Coresight 2017

• Support Reference Batch

RtReports 4.0 - Beta

• Existing reports with Event 

Frames support

• Client browser printing

Batch Interfaces

• New releases/updates

2016 2017

UC2016 (SF) UC2017 (SF)

2H

RtReports 4.0 - Release

RtReports 4.1 - Beta

• AF Element Attribute with 

revised report templates

EMEA UC2016(Berlin) EMEA UC2017

PI Coresight 2016 R2

• Advanced searches, trend 

overlay, align and 

PI Notifications 2016

• Receive email alerts off of 

Event Frames

• Acknowledge in PI 

Coresight.

Asset Framework

• Programmatic 

Recalculation
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Event Comparison lets you easily compare and analyze 

similar events

• Automatically 
compare last 10 
similar events with 
a single click

• Overlay trend & 
Gantt chart

• Root cause time 
period

• Explore/align/zoom 
Child events

• Save analysis

40
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Events Palette gives you a complete picture

• Automatically 
view events 
related to assets 
& time range on 
display.

• View/trend event 
attribute values

• Trend Related 
Element 
Attributes

• Advanced 
searching 
features

41
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Event Details

• Integrated with 

Notifications so 

events are delivered 

to you email

• Acknowledge an 

Event

• Event Annotations 

with Attachments

• Start Trigger 

Information

• Mobile friendly

42
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Call to Action – Customer Success Stories

• Migrate Batch data to Event Frames

• Adopt PI Coresight 2016 R2

• We are looking for customers who want to verify the Event 

Comparison capability!

43
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Time Title Presenter(s)

9:00 – 9:30 Enabling Decisions and improving Quality Petter Moree - OSIsoft

9:30 – 10:00 Using Data Analytics to drive Process Optimization in Whiskey Manufacturing Dagmara Dabrowska - Irish Distillers Pernod-

Ricard

10:00 – 10:15 Transfer Time

10:15 – 10:45 Monitoring Environmental Conditions on the Manufacturing Floor with PI 

Coresight

Arsenio Sanchez - Janssen

10:45 – 11:00 BREAK - Potsdam Foyer

11:00 – 11:30 Productivity and Quality Improvements Through Continuous Contextualization of 

PI System Data

James Li, Shamus Cunningham - Abbott 

Nutrition & Seeq

11:30 – 11:45 Transfer Time

11:45 – 12:15 Transitioning to a Modern PI System in a Validated Environment Julio López, Marc Olive - Abbott Labs & AG 

Solution

12:15 – 14:15 LUNCH - Pavillon

14:15 – 14:45 The PI System - Enabling a Digital Factory Michael Pelz - Clariant

14:45 – 15:00 Transfer Time

15:00 – 15:45 GxP Compliant Alarm Handling with Event Frames and AF Gerd Fromm, Christian Wirth, Philipp Sutter -

Roche

15:45 – 16:15 Wrap-up and Next steps Petter Moree, David Casazza - OSIsoft

18:00 - Dinner Party Berlin U3
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Contact Information

Petter Moree
pmoree@osisoft.com

+46736997999

Industry Principal – Global

Life Sciences, Food & Beverage, 
Speciality Chemicals

OSIsoft

4545

mailto:pmoree@osisoft.com
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Questions

Please wait for the 

microphone before asking 

your questions

Please remember to…

Complete the Online Survey

for this session

State your 

name & company

46

http://ddut.ch/osisoft
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Thank You
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