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Waarom integreren?

Goedkoper

Verlagen van risico’s

Hogere efficiency

Reduceren van de kosten

Beter gebruik te maken van externe partner samenwerking

Bereiken duurzaamheidsdoelstellingen.
— Bijvoorbeeld papier volume verminderen

Vereenvoudiging (vermindering van het aantal systemen)
Verkrijgen van betere meetbare doelstellingen (KPI’s)
Significante verbetering van data consistentie

Verbeten van (Prior) Knowledge sharing

To please management

Help, Ik weet het niet meer. 5 Juni 2014
Utrecht



Laboratory Life Cycle model

Data integrity and authenticity - Industrial lab Automation Sept 2015



lk weet het verschil
tussen DATA,
INFORMATIE en
KNOWLEDGE




Uitdagingen voor de moderne wetenschap

DATA INFORMATION
To tell the color From color
To tell what object Physical attribute
represents establish

sugar content
Chemical attribute

Help m’n onderzoek is zoek - Lab Technology 2015

Data
Sugar content by day:

5(2)=13 5(6)=18

Color by day:

c(1)= C(4)=

KNOWLEDGE

What to buy
Make decision by linking
Information
to the objective
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Uitdagingen voor de moderne wetenschap

Knowledge needed

Discovery

Discovery
Summary of lab development
Performance of similar product
Tech Transfer
CAPA
Backup
Security

)
3 )
o -]
R&D Scientists
CRO Project team
Ananlytical Registration team
Development Scale-up team
Development Manufacturing
Development Quality
IT Organisation
IT & Quality Legal

Help m’n onderzoek is zoek - Lab Technology 2015

Explicit or Tacit

Tacit
Explicit
Explicit
Explicit

Tacit
Explicit
Explicit
Explicit
Explicit

Where it is

Scientists
ELN
Secured ELN
Local teamwork space
Local sites

Impact

Manufacturing databases -

CAPA database
IT Infrastructure
Validated LIMS



Sheet1

		Ranking		Knowledge needed		Created by		Used by		Explicit or Tacit		Where it is		Impact		GAP / Oppertunity

		1		Discovery		R&D		Scientists		Tacit		Scientists

										Explicit		ELN

		2		Discovery		CRO		Project team		Explicit		Secured ELN

		3		Summary of lab development		Ananlytical		Registration team		Explicit		Local teamwork space

		4		Performance of similar product		Development		Scale-up team		Tacit		Local sites

		5		Tech Transfer		Development		Manufacturing		Explicit		Manufacturing databases

		6		CAPA		Development		Quality		Explicit		CAPA database

		7		Backup 		IT		Organisation		Explicit		IT Infrastructure

		8		Security		IT & Quality		Legal		Explicit		Validated LIMS

		9
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Laboratorium software landschap

Research Development Manufacturing

Experiment Experiment/Sample Batch/Sample

Individual Collaboration Enterprise
Lab information mgt means many things to many people - Concept Heidelberg
Nov 2015
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Laboratorium software landschap

Impact

e 7

Research Development Manufacturing

Experiment Experiment/Sample Batch/Sample

Individual Collaboration Enterprise
Lab information mgt means many things to many people - Concept Heidelberg
Nov 2015
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Ease of
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lk weet het verschil
tussen ELN, LES,
SDMS & LIMS



De rol van Lab Data management software

* |P Protection

e Knowledge re-use
e Research Efficiency
e Collaboration

e Electronic SOP’s

e Compliance

e Self documenting Paperless lab
e Simplifies repeated processes

e Lab Information hub

e Compliance

* Enterprise content feeder
e Scalable

Het draadloze lab in de praktijk - Lab Technology 2015




Gedrag van Lab Data management software

e Experimental centric

e User centric / Adaptable Free form
e Scientific databases, Instruments

e Legal & Scientific communities

* Process centric

e User centric / Natural Language
e Semi automated Instruments

e (Quality Assurance

e Sample centric

e QOrganization centric/System defined
e Unattended Automation

* Manufacturing

Het draadloze lab in de praktijk - Lab Technology 2015
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Market trend

Social Media
Networking

BackOffice
Calendar
Internet
Security
Games Cloud

Music
Camera
Movies
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PC connectivity

Stand alone Integrated

Source: Industrial Lab Automation
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Automated

Degree of Automation

\ERTEL

Unstructured Structured

Data infrastructure

Courtesy Atrium Research

Help, Ik weet het niet meer. 5 Juni 2014 Utrecht 22



Evolution CDS

Instrument & embedded calculation

Instrument & Calculation Software

Instrument § Workflow Software




Denk eerst wat er nodig is, daarna pas in producten

Functies

Data capture / Handmatig vs. automatisch
Eenvoudig invoeren / overzicht analyseresultaten
Specificatietoetsing (alarmerings- & waarschuwingsbereik)

Snelle signalering / alarmering afwijkingen
Automatisch archief historische specificaties
Integreren analyse-voorschriften & documentatie

Eenvoudig control charts genereren

Geintegreerde ICH/ASTM/ISO processen

Plug & Play Implementatie & onderhoud
Onafhankelijkheid van leverancier zelf zo veel mogelijk

kunnen beheren/configureren
/ & Web gebaseerd

Geintegreerde software in instrument
Gebruikersvriendelijke interfaces
Automatiseer de routine taken (80/20)
Maatwerk minimaliseren
Standaardisatie
Database / Audit Trail

Bruikbaarheid Technologie

Nieuwe software applicaties voor het laboratorium, hoe vinden we de weg? -
Industrial lab Automation Nov 2015



Kennen we
onze
klanten?




Laboratorium data gebruikers
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Laboratorium data gebruikers
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lk weet het verschil
tussen een
database en een
spreadsheet



Elevator pitch
DB vs Spreadsheet

e Spreadsheet = calculator

— A spreadsheet primary function is to
MANIPULATE/CALCULATE and VISUALIZE data

e Database = information storage/retrieval system

— A database primary function is to
STORE and FIND relevant data consistently using meta data
and context information.

* You need both



Data Integriteit

Potentiéle zakelijke impact

Verlies van intellectuele eigendom

Business shutdown

Niet in overeenstemming met regelgeving

Het draadloze lab in de praktijk - Lab Technology 2015



Data Integriteit
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Herkenbaar?

Source AMR/Gartner
Nieuwe software applicaties voor het laboratorium, hoe vinden we de weg? - Industrial lab Automation Nov 2015



Ook herkenbaar?

Project Request

I
EXCEL INSTRUMENT
FILE y

Cut & Paste

Cut
& Cut
Paste 2
Paste

Other tests
Excel input

ELN WEB
EXPORT

Cut & Paste

Cut & Paste

Other tests
Excel input

Cut & Paste

Top Line
Creation

Statistical
Analysis Cut & Paste

Cut

Paste

PDF Email Customer
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US FDA Observations Summary (2013)

800
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300

200

100

CURRENT GOOD MANUFACTURING PRACTICE FOR FINISHED PHARMACEUTICALS

21 CFR Part 211 Observations

ll

Production &
Process Controls
(Subpart f)

Organisational &
Personal (Subpart B)

Records & Reports Equipment (Subpa
(Subpart J) D)

Laboratory Controls
(Subpart )

Inadequate
vestigations of
Batch Failures

Regulatory Requirements update -Concept Heidelberg- Boogaard- Nov 2015

Inadequate raw Deficiencies
material testing | associated with Lab
controls




Laboratory data integrity observations

Alteration of raw, original data and records

Multiple analyses of assay with the same sample
without adequate justification

Manipulation of a poorly defined analytical procedure
and associated data analysis in order to obtain passing
results

Backdating stability test results to meet the required
commitments

Creating acceptable test results without performing the
test

Using test results from previous batches to substitute
testing for another batch

Source: FDA



Methodes om integriteit te verhogen

Reduceer complexiteit van workflows
Documenteer experimenten met meta data
Implementeer self-documenting processen

Maak gebruik van standaard (analyse) protocollen
Maak gebruik van data standaarden

Bewaak de data consumers

Reduceer custom software extensies



Weten we
wat meta
data is?



Zelf-documenterende

processen verhogen de

data-integriteit zonder
extra kosten

Het draadloze lab in de praktijk - Lab Technology 2015



Self-documenting processen
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Indoor location Tracking



META DATA — WIE/WAAR



‘Wi

Category 1

Chrom data systems (CDS)
Mass spec

Imaging

Multi media

Category 2

Balances

Wet chemistry instruments
Mechanical testing

Colour

Temperature,

Nieuwe software applicaties voor het laboratorium, hoe vinden we de weg? - Industrial lab Automation Nov 2015



Leer momenten

Eigen doelstelling niet voldoende in kaart gebracht

Onvoldoende naar gehele proces gekeken (Silo
denken)

Capabilities vs product feature focus
Denken in gadgets

Te weinig aandacht voor impact van de menselijke
acceptatie

Goedkoop is Duurkoop
/witsers zakmes syndroom

Help, Ik weet het niet meer. 5 Juni 2014 Utrecht 46
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BACKUP



Why change?

We always have
done it this way...



Veranderen is ouderwets.

1985 1995 2005 2015

(f}iTu nes
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“We believe that the /
largest drug is the

food that you eat =
three times a day,

every day of your Iife”/

Read full article



http://www.industriallabautomation.com/Facing.php
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