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Topics voor vandaag

OpenLAB ECM

Introductie
Wat is het precies
Integratie met andere systemen
Voordelen
OpenLAB CDS
Wat is het
Hoe ziet het er uit
Hoe is integriteit gewaarborgd
Integratie met andere systemen
OpenLAB ELN
Wat is nou een echt ELN?7???
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OpenLABThe Operating System for the Labore

Agilent 1@
Solutions 7 N
for the Lab Enterprise
Informatics Content
Management
(ECM)

Multi-vendor
Instrument Control
Manager
(OL CDS)

Intelligent
Reporter

Business
Process
Management
(BPM)

Electronic Lab
Notebook
(ELN)

OpenLAB is a fully integrated laboratory system that links

people, processes and data, providing all information

needed for accelerated decision making.

Integrating framework for other applications and techniques
Web-based, n-tier architecture scalable from small lab to global implementation

OpenLAB manages instruments, people/process and content!

Agilent Technologies
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OpenLAB ECM

: < : Data security and authenticity
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;x
Challenges b

Laboratories are diverse environments

AAnalytical raw data from all kind of instruments, often stand-alone
AReports often to paper

ALot of data control in place

AMany procedures to follow

AlLots of regulations (GxP, 21 CFR Part 11, etc.)

AUsers need to be able to search and quickly find and retrieve the data,
regardless of their storage location (online or in offline archive)

In order to get valuable information out of the data on these
multiple systems:

AData need to be stored on one central system
AData need to be comparable and available for review in one common form.

Grobbendonk
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Regulations and enforcements

S

Annex 11
AEuropean Pharma Industry

Renewed 21 CFR Part 11
AFDA Pharma Industry

ISO 17025

AGeneral for laboratories!

Agilent Technologies




Data Integrity and authenticity

Common principles for all regulations apply
AData security by central storage and controlled access
AData authenticity by check sum controls

AAudit trail on activities done by users

Accountability

AManagement responsible for implementing the new regulations
AEmployees need to be trained accordingly

AChecks and balances need to be in place

This can all be supported by a technical solution.

Agilent Technologies




Compliance by Design

Pressure is moving from customer to supplier
ATechnical solution for compliance

-Software build with compliance 1In
AFacilitate audits for

- Reviewing quality documentation

- Life cycle approach
ASupplier should/must be aware of compliance regulations

- Agilent has dedicated compliance officer in LI
ASupport customer from cradle to cradle

- That means provide customer a safe way of moving to the next version
ADocumentation documentation documentation!

Grobbendonk
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Key functionalities OpenLAB ECM Is offering
designed with data integrity in mind

AAdvanced Data Archiving and Management fot? i o

- Secured storage 2
ARecord Retention Policies

- Automated and documented record management &
AScientific Data Management

- Store ANY file from any source
ADocument Management

- Plug-in Office at no costs
AWorkflow Management with BPM

- Audited workflow inside ECM.

Agilent Technologies



Agilent Systems with direct interface
achievingompliance with central control

Masshunter ICP/MS

GC/MS Masshunter

LC/MS ChemStation

UV/Vis ChemStation

Dissolution OpenLAB ChemStation
OpenLAB EZChrom and ChemStation

All share a central repository and security.

Agilent Technologies




Masshunter integration

Secured storage for
large volumes of files

Central login and
security

Central audit trall

Behaves just like a
normal hard drive

Easy to learn for users

Benefits

A No more manual back-ups
A No more data loss

A No more manual sharing
A Reprocessing made easy!

: File Edit View Analyze Method Update Report Tools Help
P D | Ga -l @ : Layout: FF B BE EE [A] Restore Default Layout
Batch Table - X

Sample: i—l - ﬂ Compound: - : “ f&-’f' F t‘—" :

Analyze

Sample Type: -

Sample

(@ | ¥ |Name|Data File| Type| Level | Acq. Date-Time

OpenlLAB ECM Login

Server URL: http: /A quant-dedew

U zername: IMESSH unterllzer

Faszsword:

Account;

Compound Informat

ST RS |

[itein ﬁ

I+ Remember account & domain

Cromain:

Chromatogram

x10 1 I—I
0.8 Lagin
0.6 2035

04

044 -0.254

0.2 -0.54

-0.75 4

D_I T T T T T T T T T -1 T T T T T T T T

01 02 02 04 05 06 07 08 095 -7 - - 25 R0 75

Concentration

Cancel I

Grobbendonk
12/1/2015

Agilent Technologies

11



Agilent OpenLAB 1 linking data across the
lab & beyond

Processes
Instruments SOP | ymStUMent o ntent Content
Manageme Uniformity
\\’ ,/ :—i "‘ §
- bl
GC/IMS e
MS Offlce
g
U\vis I
2
PDF
¢ V ;M ~
\\ ; \/ v /Cé/ _“ i ri oS,
ICRMS \’/ LIMS Drawmgs
Labon-a Chip Research
¢+ Company Network
d d |
hy e ) Company WAN

-.- _ S Z
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Automatic metiata capturing at the source
better safe than sorry!

Meta-data is information extracted from records and stored In
the database

AAutomatic

AManual

Uniquely identify each record to safe guard it
ACheck-sums for protection

Search routines
ATrack and trace activities

PACA

APro-Active Corrective Actions based on audit trails and meta-data.

Agilent Technologies




Attribute Extraction Services

= Agilent OpenLAB provides
over 40 Attribute Extraction
Services for different file and
document types.

= To apply an AES to a set of
files, simply select the keys
and apply them e.g. to a
Cabinet in the LCDF
hierarchy.

= All files entered into the
Cabinet are automatically
indexed with the selected
keys.

= Modify the selection of keys
at any time and re-index the
files/ documents.

<3 Cerity ECM Explorer - Microsoft Internet Explorer

J File Edit Wiew Favorites Tools  Help

=10l x|

-2 LC MSD ChemStation
-5 AGMix_MS
-3 Amoxicilin
----- [C3 MF_030505_AMOXIDEGR_1
""" [T MF_030505_LOMGEOL_aMO:
----- [C3 MF_110505_0SWEY1004_1_¢
""" [T MF_110505_USWwWEY1004_2_¢
----- [C3 MF_110505_0SWEY1004_3 ¢
""" [T MF_250405_CBT_EN_1
----- [T MF_260405_CBT_EN_2
""" [T MF_250405_CBT_EN_3
----- [T MF_260405_CBT_EN_4

LG A RERARR < S Gl cobinetProperties

J Address I&j http:/fecmdb0z fecr/Enter prise, asp?SessID=1¢

Generall Notificationl .&ccessl Archivel Record Hetentionl BF‘MI
Created by: administrator [BLILT-IN%admin]

Where: WMS
I ame: LC M50 ChemStation

— Filters & key:

[“ d

Filters: |LC MSD ChemStation j User defined key defaults... |
Keps: Selected keps:
&- Contents - LC M50 ChemStation - Header - Autosampler W
=-Header LC M5S0 ChemStation - Header - Injection Repli
Autogampler Vial LC M50 ChemStation - Header - Instrument ko
. Barcode LC MSD ChemStation - Header - Operatar M ame
[ : LC M50 ChemStation - Header - Sample Mame
:::Etc“m Replicate hd | LC M50 ChemStation - Header - Start Run Time
Instrumnent Model - |
i Method File
Operator Mame
i Sample Mame
L Grart P Tire/Nat ~
oS R Timee _>IJ " I 5

----- T reports
-y Pharma — — |
- Walidation |
B, Inhns -

4| | D

Content I Administration |

Welcome, Administrator (BUILT-IMladmin), Sccount: dema B

|@ Dane ,_ ,_ ,_ |° Trusted sites v

. Agilent Technologies
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PDF Templates make reports searchable

to Agilent OpenLAB
ECM in a PDF format
using ECM Printer.

« PDF Extraction

Templates allow the
extraction of metadata
(text, graphics, or
tables) from the PDF
reports.

2 Adobe Acrobat Professional - [USWEY1004_1_AMOXI_3.pdf - Template name: LCMSD CS repork] 10| =l
@File Edit Wiew Document Tools Cerity ECM Advanced  Window Help 18| x|
B B[ [ - @] @ - Sov - o @ DE ?
Cata File C:\HPCHEM'\Z\DATA\DMOXICILIN\MF_ 110505 _USWEY1004 1 AMOXI\AMOXIDEGE 3.D >
Sample MName: BmoxiDegr
rF

Mo;aera:-:\r : MF |
m:t;an Date @ S5/11/2005 1:15:53 PM
Ing

Seq.
Location @ Vi

Volume 1

Line : 2

Inj : 3

thod

 C:\CHEM32)1NMETHODSWLCMS CBT_STRRL 2-40 |

. \J-J.J.. Wi L ek s ELL J.'_lf aan

(modified after loading)
Analysis Method @ C:\HPCHEMM2WMETHODS.DA_AGMIX.M
Last changed + 27872008 3:4%9:5¢ PM

] e e L B

Method Info

e e e e L] Template Preview Results
: LC Demc method, Pos

Layers\! Signatures \! Bookmarks

F.eyw | Fen Walue | QK I
b [or lon] 183.00
MS Signal: MSD1 TIC, M5 File, API-ES, b [or lon] 181.25
S:pec:ra_. averaged over upper half © | M5 Signal WMSD1 TIC 0.093
o Noilse Cutoff: 1000 counts. MS Signal MSD1 TIC  0.093
o RBeportabhle Ton Abundance: > 10%. |
o peratar MF
o Inj Date 5/11/2005 1:15:53 P
L | Mol. Welgn |AcqMathod CACHEM32AISMETHODSALCMS_CBT_S...
M5 Area or Ion
]
t 38303 183.00]1
E 38303 151.23]1
[=)
= 56384 33 I
- 56334 28 I
50334 25 I
56384 21 I
56384 18 I
] sezexilean 4] . >|
E 2 of 3 P PO O] LI|H B O

T Agilent Technologies
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Agilent OpenLAB: Powerful searches

save hours

M search

E!uickl Smart  Advanced | Elptic-nsl

€

Find exactly what you need 1 fast!!

Auailable keys

Search Expression

A Quick searches

[l LC MSD ChemStation

-- Cantents

El- Header
- Autozarmpler Vial

- Barcode

- |njection Replicate

- |rlet

- |hgtrument Model

- hethod File

- Operatar Mame

- Sample Mame

- Start Aun Time/Date
| 3

—Advanced Search Quemny

[LC MSD[ChemStation Header. S ample Mame] =
“AnomiDegr!

AND

[LE M50 ChemStation Header Start Run Time/Date] <=
#2005-05-124

i

ElH

KD

A Smart searches

o
m
—

A Advanced searches with multiple
criteria

Clear

[£]-|-

| Searchin: &

—

Action Yiew Favorites Help Lnai:;ff' e

LC/MSD ChemStation

data files with the

sample name
AmoxiDegr acquired

Ee Enterprize Mame © | Folder | Wersion # | # of signatures
. =] Content & : : : .
Example SearCh for " % Dem j.&MDXIDEGH_'I.D.ChemStatlon.SSIle SSALE MSD ChemStationAmoxicilinstF_1105... 1 0

on or before 5-12-2005.

4 Document Management

o Laboratory 1

b5

B Phama

- Validation

B Inbox

- Scheduler

----- Buginess Process Management
=4 Search Results

e Qj Search 1 Besults [Complete)

@ AMO0xIDEGA_1.0D.ChemStation. 551Zip
@ AMOXIDEGR_1.D.ChemStation. 551Zip
@ AMOxIDEGH_2.D.ChemStation. 551Zip
@ AMOXIDEGR_2.D.ChemStation. 551Zip
@ AMOxIDEGH_2.D.ChemStation. 551Zip
@ AMOXIDEGR_3.D.ChemStation. 551Zip
@ AMO0xIDEGH_3.D.ChemStation. 551Zip

@ AMOXIDEGR_3.D.ChemStation. 551Zip

WASALE S0 ChemStationd\amoxiciliny4F_1105.
WSALE MSD ChemStation'AmoxicilintkdF_1105...
WASALE S0 ChemStationd\amoxiciliny4F_1105.
WSALE MSD ChemStation'AmoxicilintkdF_1105...
WASALE S0 ChemStationd\amoxiciliny4F_1105.
WSALE MSD ChemStation'AmoxicilintkdF_1105...
WASALE S0 ChemStationd\amoxiciliny4F_1105.
WSALE MSD ChemStation'AmoxicilintkdF_1105...

- a4 4 a4 1
o o o o oo oo

The search retrieved nine datasets.

Grobbendonk
12/1/2015
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OLECM Business ProckEsagement
Workfloutomation of report review and approvals

A BPM review process automates document
and report review and approval.
This speeds up review and approval by:

E

E

[T¢

[T

Automated email notification for new review activities

Automated or manual delegation of activities
E Based on timeout
E Manual transfer of approval ownership

Setup delegates for absent reviewers

Link of approval request and related document - No
more searching for the data required for an approval.

Full traceability of review progress at any time

‘ Review Process

Agilent Technologies
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nLAB ECM
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S0 I HACKED INTO OUR I FEEL NAH.

WE LOST ALL OF OUR ASTIFI
GOVERNMENT'S SECRET EVERY—
Cg&Pg:gKBg AT%%D | DATABASE LHERE THEY SHOULD  Tu1NG 18
r a : : KEEP RECORDS OF EVERY—| | BEDOING | j5nkING
THING WE SAY OR DO SOMETHING FINE.
AND GOT IT ALL BACK. NOWJ. [

&

Agilent OpenLAB ECM
ABuild with compliance in mind!

Your benefits

AEasy hands-off storage and archiving

AScalable from 1 to n instruments and users

ABased on standard Microsoft components, no more discussions with IT!
AUsed by 100dreds of customers worldwide, guaranteed development
APaperless activities fully supported

APACA on audit trail for pro-active management

AStream lined processes with BPM!

Grobbendonk
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Next Evolution@penLAEBEDS

MpenLAB CDS 2.0 - One data system for chromatography and
mass spectrometry 1 Agilent GC, LC, core MS along with third-
party instruments. o

Provide to
actionable
information to
other systems,




OpenLAB CDS 2.0 Workstation

M8410AA Werkstation en komt
met 2 instrument licenties

4*GC/LCor
2*MS or
2*3D LC

Agilent Technologies




Client/Server Architecture

200+ instruments supported

6 Instruments per AIC
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See only what you need when you need it

Agilent OpenlAB Data Analysis

Run Queue

x Instrument Status
LR i E

"
B tompless  Singie sampie

S

Samgier Gad Pomp

Online Signals

Grobbendonk
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View your entire lab at a glance

Central point for —_—

0 T
Alnstrument management  BEAERAREA!
AAdministration

Privileges  Columns

Instruments and Locations Properties

Instruments «

Instruments
4 @ instruments
Sty Name & IS
! GCMS01 oRct e
AlLa Ing Instruments C Ry
L unchlng INnSstru D =
¥ o > ST MyProject | =

ALicense management
AAccess to log files

Mstrumenty

Currang e, %
STt iy

S Agilent Technologies

Application

OpenlAB Cps
OpenlAg cps
OpenlAB Cps
Opentas cos

Type

Agilent GC & G
Agilent GC & G
Aglentic g 1,
Agilent LC &, (¢,

Controller

WIN-RU7PAOD;
WIN-RU7PAOQ;
WIN-RUZPAOQ;
WIN-RY TPAOD;

Description

Last ¢

admin
admin

admin

«

Links

Grobbendonk
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Data and MethadSome Aspects

Projects |
AOrganize data context |
AReflect organizational structure |
ASpecific access rights and settings "

» File Locations

4Project Options

«Audit Trail Settings
Al ! 0

ACustom fields on sample
and compound level

Methods
ADedicated acquisition and processing methods
ACopy of the methods is stored with the result set

- Allows adaption of the method in the context of the result container

- Master method can be updated from local method (requires privilege)

Grobbendonk
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MS Support in OpenLAB CDS 2.0

Support of Agilent LC/MSD and GC/MSD instruments

MS Tuning and Calibration

MS based Quantitation with reference spectra confirmation
GC/MS NIST library searches

Compound Confirmation and Estimation of Sample Purity
(LC/MS)

Extracting spectra at specific time or peak based

Reporting of MS data

Agilent Technologies




OpenLAB CDS 2.01 Data Analysis

One tool for LC/GC/3D

UV/MS data analysis

Ul adapts to selected data type
High processing performance
One-click manual integration

Fast data review with
Peak Explorer

Advanced Audit Trail Review

Custom Calculation
Designer

eSignature

o Bo Do Do Do Io o Do

OO0

L\i |
I

-

DRAFT
AGILENT CONFIDENTIAL May 2015

¢/ Chromatograms

Agilent Technologies

Agtlent OpenlAB Data Analysis

A
ahj ‘Al&&@& & & @% Display mode

Grobbendonk
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OneClick Manual Integration

Great, | always get
the tool that | need
when | need it -
automatically!

Aglient OpenLAB Data Analysis

Data Processing ¢ Chromatograms
¥ ovsequence I
4t Exangle_bata for_g57p QlE i m G &
B Calteation 1.1 Dol 0os0m1n ) T
% Calbaat 2 20 ) =
L PR

11 [0AOTA, Sg-7534 Rl

. Agilent Technologies
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Get new Insights Into your data

Wow, now | can find

Peal Bxplorer

anomalies at first glance 1
even within hundreds of |
chromatograms and peaks!

Data Processing

Peak Explorer

& ylequene

i Q [ wbiesier, IA”AE O]
i Bxamgle_Data for_Peak Expiorer &
% Soheat. » DAD1 A Sg-270.8 Ret=500,100 o
S SShestin- 002 10010 )
TSRO 0B ey )
TEROL M o )
FSROL WS 1mexan ) L) R ° o o
o » o L 4] g
) 0 3 ° oo
° ® © 00
» ° ® 00
> H ® 00
St 2 0 ey ) 0 Te e
= 50D2- 011 Jrcoqen o ) MM
& $5RD2- gy » 9 o g 08 g g 8 %0
N ° g g 000 ¢ ¢ ° 83
R0 ¢ 13
y %0 e wet *C o[ye
) . =
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Agilent OpenLAB Data Analysis

Chromatograms

QE @MWl £

Chromatograms "

Windows

S8l descri

T8 Regyy 100
DADLA Siampp

Ddr g g,

500,100
OADLA, 10,

¥ Refes0 100
4024 Sirrpg Retu:

500,100
OAotA g

708 Retvng 100
Danyy
. \‘R'er.,]h““mvw

~Mnag,

0 Peak Explocer

T (i)
(TP

L

00' @@j Displaymode Separate + @

314
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E-Signatures

In Data Analysis
Up to 5 levels
Reportable

b E-Sign Results
Bracketing_ZLevelsx3In
Order Inj.2
1 1qg,
2

32,

8
€

Display mode Separate @

j2013-12-09 13-
Datafile
levela 1 g

35-35 (GMT +01-00).rsit
Sample type
Cal. $eq

Modification dae
10/29/2014 1254 2]

Levelld 1 ga Cal. $rg 10/292014 1254 P
Level2a 1 da Cal. $q 10/28/2004 01.08 piy
Levei2y $

EVEI2b 1 g Cal. $rg 10/28/2014 gy 08 PM o,

Grobbendonk
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Advanced Audit Trail Review

Agilent OpenLAB Data Analysis

Chromatograms

Qo

LAL LA || () o

Documented review

‘ Audit Trail Bracketmg_ZLeve\st&lnj2013-12-09 13-35-35 (GMT +01-00) | Bracketing_

— A v Fom [E— To [P, 5

2Levelsx2lnj.seq (Number of entries: 200)

Audit categories

Username

RidAcrvin User

Deseription

Host name
BM3/04103 AN Moveq basaline. €rd poirt from,

Full text searchable

‘ Heastn Cate,
PHASO Vs 8914105 RS26,0723)t0 (2.448,0 44y S0'0A.. Chuzismnyr e
RHdcrniny. = M Moved baselire nmnammmu.aaa,ommus«s “0125) on signy CNU24sgi007 Manuad integasion
nUss A3 0ap Ay Moved basel ;i
‘ S ey PRS0 08,6301t0 795,587 g, 9D ey Manal integrason

Menua inte gasion
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Sample Scheduler for OpenLAB

Configurable out-of-the-box LIMS interface

Single Ul for routing samples to any instrument

Walk-up interface for ad-hoc samples




Want a short cut to more reliable results?

Sample Information is Test Requests are generated ~ Users Manually Transcribe Multiple Sequences
entered into LIMS from LIMS LIMS Requests to CDS programmed in CDS

L
L

il

Samples

loaded in Trays
or manually
injected

Analysis Results Manually Classic
Entered into LIMS Laboratory

, Workflow

o
v
Analysis Reports
are Generated

Instruments Run
and generate

Chromatograms
(XX /\[\f .
°

Grobbendonk

- Agilent Technologies 122015

34




Close the gap between the LIMS and instrume

Sample Information is A Single Multilnstrument
Sample entered into LIMS Test Requests are generated Sequence is generated
from LIMS e ——

Sample Scheduler for OpenLAB CDS

Samples
loaded in Trays
55 . or manually
Optimization injected
Complete

Analysis Results are
automatically transferred
back to LIMS

Instruments Run
and generate
Chromatograms

Grobbendonk
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. . b
Lab wide sequencing across instrumen

Sample Scheduler for OpenlAB (DS Client

1gentiber ¥ Sale
USE Template with ajrer Ab-cAls

V Priodity ¥ Analysis time V Projeat

|
¥ Acq. methog ¥ Proc methoc |
Qualtity o GO amx GU-calibrag
Atematve2Dp-p-cs Ab-tempiate ” y 87 63 GC3-tar amy GQ-calibrag
J Slau Waiting Quatity
L) 60 P " i
| e GL2 amx GC2 pme
mo»ibuon.n]ﬂlsos ~ln:mlm ® Qualiy P [
3itemative sy 0. it . _ e 602 amye ‘?
= Quatity 87 E i
11100 SCHAgmin M55 Z ta GO amy G
= - Waiting . ' 601- L
Cmmangy . W il Quality == : 6Q-calibrag
% Holging e 800 amy |
©mnanguyg Sampledsepg, sl i
frion-SCHagm, n 201505, Sample g 2108 Qualiyy
Ton- S gny, % e Wality
" $0hdnin 2 Samole MS12 yagnps iy
| | tonsoug : = > 3800
| Wmin 201506 '-erimsosu 140000 Qualiyy : 3300 A
rions oy 082 {min = 3500
| |"ovsougn "2ls4e isrv:‘e:‘:ﬁxuum;-g St Wity o 3800 3y
| T SOugn, : 3800
| <3"‘t-1t)31§}1151€(&:0 Rty s 3300 2rmy
| : &
1 Sangie 2y Qualiyy 3800 0
| - %0_Labo Qua S e ‘
‘ P60 25001510 Qualiy 800 A |
3200, 3y f
= I
Qualiy B30_Labo
tesy = 3B00. 2y
Quaiiny SQ
¢ R&p
u:
'-?Umm"f‘.‘?'tﬁg Lo g

. :’
. ' Sample Scheduler

LIMS
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. .
ntelligent ReportiigompleReporting Made Eas

Create your o
report templates e
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What 1s OpenLAB ELN?

- Central Hub between Lab Manager + Lab Employees
0S

Delegate Standardize

experiments results protocols
Prioritize Track

experiments Plan View progress

next steps results

~__~—

Search Share
past results latest results

Grobbendonk

4.3 Agilent Technologies v2nr201s

39




What 1s OpenLAB ELN?

Capture your complete experiment (protocol, analysis,
results) i all in one place.

A OpenLAB ELN helps you
build connections between
disparate data files T by
bringing all your files
together onto one single
notebook page

A Simply drag-drop your files

directly onto the page S Offce




Access OpenLAB ELN T anytime,
anywhere

Everywhere




Author ID Color

Badges Indicators
Quickly see who last Quickly see if there
ELN |nbOX made changes are new changes
Send & receive photos, videos, PDFs,
Microsoft Office files, and more!
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Why Agilent OpenLAB ELN?




