The Use of an Automated
Compliance
Engine (ACE) with an Automated
Business Process Manager (BPM) to
Ensure
Instrument Compliance
Abstract Number: 2790 - 6P

Laboratory data collection, analysis, interpretation and management
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Agilent Informatics

OpenLAB ECM is the core of Agilent Lab Informatics
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What is OpenLAB?

ey

- OpenLAB

LaunchPAD Compliance ..............

* Inst. Maint Doc.
L .om - = Management
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What Is Openlab ECM?

= Enterprise Content Manager

*|s a web-based electronic library that collects, organizes,
Indexes, stores, archives, and shares any electronic file — from
analytical raw data and lab reports to compliance records,
molecular drawings, Adobe Acrobat documents, Microsoft
Office documents, web pages, pictures, video and audio.

= ECM allows users to easily search and review all of their data.
ECM automatically extracts searchable metadata from files
and provides powerful search capabiliti

= Backend DB of ORACLE / SQLServer




Why Agilent OpenLAB ECM?

=
Scientific

Research MS Office
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How Data Is imported into Openlab

= Manually

- Add Files (explorer right mouse click)
- Office integration (Excel, Word, PowerPoint, Outlook, Explorer)
- Tool Bar (Microsoft)

=Scheduler

- P U S h O r P u | I ~ CyberLAB upload lozation

Location: I CyberlAB

Cabinst: IDemo Data

7|
- Configurable on options for data collection R =
|

] Folder:  [E2Chiom ElteDats
=Cyberprinter

- Acts as a printer driver

- Transparent
- Adobe pdf format (ACE Reports) I Lo L
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= 21 CFRPart11 ( 'y\@’

= Password Protection
= Complete Access Security by User/Roles N
= Data can be locked down

= Electronic Signatures / Signoff

= Audit Trail (System and Data)

= Data Versioning (Can never delete data)
= Complete Document Chain of Custody (with Adobe Forms)
= Complete integration with office products

- Word, Excel, PowerPoint, Outlook, Explorer
= Compare multiple versions

= Composite Reports with traceability
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What is ACE?

=l agtent Comipliance Engise 800530 - [Prot ool Prepssstios wizsnd |
o gow Joos peo =12 x|

Step 12 Configura EQP Customer Detals

Step 3 Seledd Conligrations

nl Gomplancs Eegins
Step 3z Configure EQP LS-00 Test Speoficatl.

Enterprige Editicn

St 4 Configuna EQP LC-O0 Repart Definikion

Fiep 5 Configurs LS -00 Protocol Detals

Tra Fromacsl 8 Serfiees by LeMCEnG Fa s of e COF srd amcoag

Ste 72 Configars Qualicaton Detais

Thm brass well Lot il possts Wi enough mlormasbon has Seen orovded

|

|

|

|

|

Step & Configurn L7 Irstrumsenk Detals 8|
5

A i oo e e

Step E- Preview Protoool Configurabon

A software to manage the protocols, work-flow, raw data & reports involved in
lab instrument qualification programs (1Q, OQ, RQ, PM, repair)
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Key aspects of ACE

= ACE Is a standalone application that links with OpenLAB,
ECM

= Self-contained software on laptop/tablet PC for portability

= Connect the laptop to any network connection or wireless
connection to CDS and ECM components

= XML, pdf, EZChrom, .net
= E-sigs provided by Acrobat Digital Signature or ECM

Pittsburgh Conference 2008 Page 9 1% Agilent Technologies



ACE/Openlab configuration

_
Ace Ecm Application

Create PDF Template | Select PDFs to Unlock | Logln ToECM |

Select an EOR Excel Report [cev] File

Selected File: |D:\AEE-EEM\AEEHeports\GE\200?Feb21 1522 34 cav
| ECM Login
Awailable Keys far ECM POF Template creation Selected Keys
— Login
i i ions: EGQP Mame: !
Boaltl:c:twe and Preventative Actions: ) DOperator Mame: ECM Ltk |http:h’ecmsysﬂ‘| Afz.agilent. com
Digital Flowmeter Organization Location: ) .
Digital I azz Flowmeter Elgtaniz]allign I arne: Esernam: : [use pour Agilent NT Account
Digital Thermometer ratocal (LY . =S ) st (e
Electronic database management system: electionic s Qualification Location: AraEE ||'C|Bm0 P l
Expiration D ate: ¥
Ink signature on EQR CD Dromain: i : |
Ink signature on printed EQR |ag||ent Lodin
Ingtance Type:
Logged On User Mame: w3
Lot Mumber: -
Wodel Number: 2 Add PDF Template To ECH
I odel:
Operator Job Title: FOF %ML AL SW Ol
Part Humber: Template File I : :

Previous Qualification D ate:

Problem [ escription and Evaluation of Cause:
Qualification D ate: FDF Template IM}'TES” emplate Add PDF template to ECM
Ruraz: Mame:
Scheduled:

Section Name: o<
Section Page 3 [ Select ECM Server folder to Apply POF Template

Serial Mumber:
Specification: |
Statuz

System [D: I

Test:
Thermometer Probe
Time:

Ledlefle]Le]

£ i | ¥ Apply Template to selected folder

Create FOF|
—Upload PDF File

Source file: C:HEQR. pdf

Uplaad file |
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v'A totally paperless system used to perform validation on; computer systems,
laboratory instruments, facilities, and even process.

v'The application would manage the validation life cycle for any of the mentioned
validation systems.

v'"Users would create validation documents based on approved templates in the
system. These documents would then be routed for approvals via electronic
signature.

v'Protocols and test cases would be created as well. The system would not
permit the execution of a protocol prior to approval.

v'Execution of the approved protocol can be performed electronically. Screen
captures or evidence of execution can be electronically attached to the
executed protocol

v'Executed documents are routed for review/approval electronically.
v'Incidents are managed electronically.

v'There is some type of management feature to view the status of a validation
exercise while underway.

v'The system would manage the periodic system review scheduling.

Pittsburgh Conference 2008 page 11 Agilent Technologies



Key aspects of ACE

= Data integrity provided by application security, locked pdf’s,
ECM database security

= Post-event data analysis of instrument qualification results
provided by ECM using pdf ‘reading’ or .csv tables

= PM and repair records included in ACE for export to ECM
= Working instructions and other utilities contained in ACE

= ACE is fully validated by vendor, all instances have 1Q and
OQ of the ACE application. Automated 1Q&0OQ of ACE
software can be performed anytime.
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Structure of ACE

Folders

EI l:l AgilentComplianceEngine

EIE E-;;;::Tmﬂatﬁ Marme * SIHI Type
] Method %testspecmnl’ ol 1KB XML Docu...
l:l | TestSpec, pdf 2,020KB PDF File
aw = | testo9, pdf 385KB PDF File
l:l 10TFiles ‘% reportdefconf, xml 1KB XML Docu...
D MathodTemol = |RepartDef . pdf 192 KB PDF File
l:l Nis ‘% protocolconf, xmil 1KB XML Docu...
D Aasuls = | prokocolpdf 157 KB PODF File
{21 sequenceTemplates
..... D ﬁu,ﬂmt
..... D Temp
----- (2] workinglnstructions
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Structure of ACE

EI{_‘-I TestData
43 Test1

- Test1o
(] Test11
(] Test1z
(] Test13
(] Test14
{7 Test1s
(] Testi6
(] Test17?
- Test1s
& Test1a
] Testz

- Testzo
B0 Testzl
i {1 Testzz
----- w7 Testz3
- #-{_ ] Testz4
& Testzs
& Testzs
&-C0 Test2?
&-1 Testzs
l #-_] Testzo

{:l Teskd
] Tests
-~ Testsn
{1 Tests1
] Testsz
-] Tests3
-] Tests4
] Testss
- Testss
] Tests?

I_IJ .

Pittsburgh Conference 2008

. kestl,pdf testl.xml  kesklconf,xml
|D This document contains interactive Form fields, [ Highlight Fields [ Highlight required Fiel
w
=
E Entemrss Edticn Complance Services
=
]
2 Measursmants
Part Number: Flow Rata 1: mlimirue
4 o
% Part N Raading 1: miimr:
=4 Guara Fittings Kt Faading 2: miimr:
i F— Reading mimnee
Guard Column Carridos FRaading 4: miimire
Part Number: Raading 5: miimrse
Faading &: miimrre
Procedure
In thils test, ihe Sow accuracy Is caloulatzd as the absolute % diiference bebwasn Sz mean of the sl fow readings and Flow Rata 2- miimirute
he sespoink. and fow prasislon Is calcuaad a5 the RSO0 of the st flow raacings.
1. Use the cigital iowmeter to mEasure and necond s conBecullve Niow 325 for &ch of INe SEngs Delow. FRsaging 1: miiminuts
) Raading - miminute
mets‘l: miiminute ng = R
Flow Rate 2: miimirate Faading & —
. Aun e Aglent Compliance Engine svaluation. FRaading 5 mliminse
‘Continue with 1he nea test or, If appicable, repaat this one. Fesading & miimireez
Resulte
Flow Rata 1 miiminute
averags:
ETD Deviabion:
i
E Asouraoy (3c % ermar}: L
% fumit 13
i (Limit 2:)
a Status:
(Rustiee Fiy [es—" (Rustie By
ra—— 0 Narma: Hustien P
% Hustirs Fi) Prolozal ¢ Hustine Fi
D Pustres Figy Oiprntcr s o st Fiy
= Hustres Py uetficasian Dary: (Fuslien Fi)
£ o d Flow ity P [— s & o ey adPsci
(5]
2 200 by At Tactnchighn SeconFage  3or4

(@O ek~ ~®

4 al 25+ b bl © O]
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Structure of ACE

@St Speclicadon (Berelvar Hor) =] TestData
42 Testl
Column Temperature Accuracy and Stability [+ '|:| Test10
(] Test11
This test uzas a calibrated digital thermometer to datenmine the accuracy and stability of calumin temparature. =] Test12
Column lemperalure accuracy 1= calculated as the abaolute diference batwean the measurad lemperature and satpaint -] Test1s
Temperature statality is calculated as the absolute difference belween the highest end lowest measwed temperales. > {:l Test14
-] Test15s
Run the test?: Run - =] Test1e
Customer Reference: Enquivalent to GSK_Cork_TestSpecd! but for A.1.30 forms plus FLD tests| <4 Test17
-] Testis
Temperature 1: 60.0 A w1 Test19
Accuracy - Testz
[Limit 1:) <= | zo A-c B[] Testzo
(Limit 2:) <= |30 - =] Test21
Temperature 2: 350 j " {:I Testz2
Accuracy 2 Testza
(Limit 1) <= REL =l B ] Test24
(Limit 2:) <= REL = #-] Testes
Stability #- ] Testzs
(Limit 1) = <|os B c & Testz?
(Limit 2:) = |10 | #-] Test2s
- Testza
=] Test3
=~ ] Testd
=] Tests
] Tests0
Enterprise Edition L Tests1
7] Tests3
=] Tests4
7] Testss
. -] Testss
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User Authetication

Agilent Compliance Engine A.01.30 — =] x]

Yiew Tools Help

Agilent Compliance Engine

Enterprise Edition |

Warning!

This is a proprietary product intended for the exclusive use of employees,
contractors and authorized agents of Agilent Technologies Inc. Use,

ChOOSIr reproduction, decompilation, adaptation, or translation of the protocol or reparaﬂﬁn
the creation program without prior written permission is stricthy prohihited.

Copyright 2006 Agilent Technologies Inc.
All rights reserved.

The | on the

Enter User Name : Ipaul_coombes@agilent.com

Enter Password : | xxxxxxxx

Login Exit |

Authorized Users: For help with this product please go to the Product
Support page at,

http: rservices-cad pal adilent .comssupport

Agilent Technologies



License module

[‘JLicense Manager
File Activate/Upgrade Help

]

Customer Detailsl License File Dretails | License Allocation Details I License Use Details I

Qualification Type Instrurnent/Systern Type ‘ License Allocation Date | License Expiry Date ‘ License Count | License Allocation Description
I LZ 08/ /24/2006 0z/27/2007 250 L I
| (aja} LC 0a/24/2006 0272772007 250 LiZ Oy
.. RO s 08/24/2006 02/27/2007 250 LC RO
T o0 ACE 08/24/2006 02/27/2007 250 ACE OO
‘Grand Summaries
[Sum = 1000 |
Custorner Detailsl License File Detailsl License Allocation Details  License Use Details I
GQualification Type Instrument/System Type | License Use Date
=P eTe] LC 08/28,/2006
User Details |
User Mame | paul_coombes@agilent.com |
E-rmail
1] i |
Qualification Type | Instrurmnent/Systerm Type License Use Date
e | 0Q LC 08/30,/2006
B 00 LC 09/03/2006
B 00 LC 09/03/2006
N T LC 09/03/2006
N T LC 09/11/2006
ER e LC 09/12/2006
B 00 Lc 09/13/2006
N T LC 09/14/2006
B 00 LC 09/15/2006
[Grand Summaries
Ready... |License File: C: s S &l
|
Pittsburgh Conference 2008 A :
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Ace Enterprise Edition

gilent Compliance Engine A.01.30 - [Protocol Preparation Wizard] 5] =]
@) ¥iew | Tools Help _|_|— & ﬂ
| FDF Wiewer
Step Working Instructions atails ¥ |
Dakta Copier

£«

Installak A tion Tool
Step |

Agilent Compliance Engine

Step 3 Configure EQP LC-00Q Test Specificati...

24

Enterprise Edition

Step 4 Configure EQP LC-00Q Report Definition

o

Step 5 Configure LC-0Q Protocol Details

o

instrument under test

o

Step 6: Configure LC Instrument Details

The protocol is defined by selecting the elements of the EQP and associating

o

Step 7 Configure Qualification Details
The tree will update at points when encugh information has been provided

Once the Wizard is completed you may run the gualification from the Run

Step 8: Preview Protocol Configuration Cwsaliic=ation &

o
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Qualification Report

File Edit “iew Faworites Tools  Help

|@ Crone
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dmEack - = - 5 A | ‘Qizearch [ ]Favorites C4 | Ey- S v - el
Address @c:'n,.ﬁ.giIentcn:-mpIianceEngine\,IQTFiIes'n,.ﬁ.gilentComplianceEngine_.ﬁ..01.SD_Rep-:-rt_l6—Sep—2006_13—59.htm =] @eao |Link5 > -
Installation Qualification Report
Date: 16, Sep 2006 Time: 175916 GWT Host IName: AON53208
Windows User Name: prootmbes Revision Number: A.01.30 Product Name: Ef;ir: Compliance
Install Type: s Additional Packages: IMone
Base Reference File Name : aglentcomphanceenmine a 01,30 z0ml
Summary
Crrerall Evaluation of Installation Checle PASS
File Eeport Summeary
o Mo muzsing fles or invalid files found
o Mo system file differences found
Eegistry Eeport Summary
o Mo inwvalid registry entries found
Files Eegistration Eeport Summaty
o Motregistered files: NOMNE
=

l_ l_ l_ | My Computer

i Agilent Technologies



Use Preset Templates

.__._‘I_Agilent Compliance Engine A.01.30 - [Protocol Preparation Wizard]
& ¥iew Tools Help

|»

¥

Step 1: Configure EQP Customer Details ace og ;l

Example_Roche
organon example
EQF A1Z200 001
cds EQP 001

@ Create MNew from Template
@ Create Mew from Existing

1200
non&aZEtest =

[#] Update Existing

This documnment conkains inkeractive Form Fields.,

[

o

Step 2: Select Configurations

[ Highlight Fields

o

Step 3: Configure EQP LC-00 Test Specific...

Step 4: Configure EQP LC-00Q Report Defini...

Aprenu

M VLT TR
T

S e

Step 5

Configure LC-0Q Protocol Details

£«

Step 6

Configure LC Instrurnent Details

£«

Step 7.

Configure Qualification Details

£«

o

Step 8.

Preview Protocol Configuration

¥

[ty

Pages ‘ Signatures‘

o e e e Ay et it e e

P o

ey "

o it 1 T

e

Comments ‘ Attachments

[E[OFlfef= F@lid 4] +o5 b Bl [© © L H A

EQUIFMENT GUALIFICATION FLAN (EGF)

Custarsr Ortais

um
||
O

Enter Title

|12IIIIII_|:d5_EQF'_DIIIl

Save I Cancel I
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Ace May Use Customer Protocols

= e C OIS TS TGS A0 - FO0 ] S e STy

@!iew Tools  Help

=151 x|
Current Gualification ||_J This docurnent contains interactive Form fields. [ Highlight Fields [ Highlight required Fields |
Iﬂ EQP_A1Z00_001

= 1200_cds_EQP_001 - Procedure »
=- 'y'_l:lur dept. é In thi_s._ te_st, accuracy is calc_ulated as the_absnlute differen_c_e between t_he mean c_omposition and _e_ac:h zet co_l'npos_.itiqn.
2L E Stability is the slope of the linear regression of all composition versus time points in each composition step. Linearity is the
: = coefficient of determination (r2) of the composition values versus time measured in three seclions from 95% to 5%
L'T'-' HPLC Mamed FRED E in the linear portion of the gradient.
F-HPLZ101
- QQ - 1. Record the pump flow rate.
=- I:EDDCdS_prDtDCDl % 2. Set up the instrument conditions shown below.
- 1200cdsTestSpec =
-~ Pump 2 Flow A 2
~Pump 1 Flaw & Flow Rate: 2.00 mlfminuts
- CalumnA Tempe Einirnn;?:;:::on Start oo0 % tracer
~Wavelength Ac Hold at 0.00 %
- Signal Moise an Immediate increase to 2000 %
~Injection Precis Hold at 2000 =%
~Injection Carry Immeadiate increase to 40.00 %
~5Signal to Moise Hald at 4000 o
ESDDHSELIHEE % Immediate increase to 60.00 %
B Gradient Camp £ Hold at 6000 %
."Sample Tempe S Immediate increase o 8000 %
----- Injection Linea b
-~ Full_oOQ_RepDef_ Hold at 80.00 %
o audit Immediate increase to 10000 % =
----- Sign Off L1 uag O
- HPLC103 d 4 4 I Jaf 9 el = = ee EE
E-HPLC102 | Steps Status
- HPLC 100
- wour LC name

I=- nonACEtest
= lab abc

[«] | |

Current Qualification

Reporkting

Process/Reprocess Close |

Gradient Composition

Pittsburgh Conference 2008
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Users May Given Detailed Protocols

Preparation
Software-Specilic Working Instructions: :
Install.?tion Quali.fi.c:ati.on Gradient CﬂmpDS itiD"
Operational Qualification
Revision 4.01.30, July 2006
@ 2005-2008 by Agilent Technologiss
Agilent Confidential: Reproduction, adaptation, or franslation is prohibited.
Pre-Requisites
Make sure that the instrument has been prepared as described in the Working Instructions — Instrument Preparation
document.
General Procedure
Some subsections of this general procedure vary depending upon the acquisition method (S5420x or the customer data
station [CDS]) used to acquire the signal. Therefore, read threugh all subsections of this general procedure and skip those
that dom't apply to your acquisition method.
General Setup
For any acquisition method
1. From the Agilent Compliance Engine’s Run Qualification screen, select Gradient Composition.
2. In the instrument or system, set up a method as follows:
Pump Flow Rate: 2.0 mbfminute of HPLC-grade water
For the initial channel's setup and the gradient timetable, refer to the Model-Specific
Motes section

2 Injection Volume On Column: 0.0 ul of mobile phase or smallest volume possible

= Column Compartment: Stability temperature {Temperature 2 of Column Temperature Accuracy and Stability)

g as specified in the EQP

5 Netection Wavelength: 265 nm (See Modal-Specific Notes for additional satting )

Run Time: 26.0 minutes (short delay volume with 3 minute stepy41.0 minutes (long delay

2 wvolume with 5 minute step) as determined in the scouting run

E 3. (Foracguisiion with a CDS onlyl Make sure that the zero offset for the baseline is sat to 1% (not 5%).

S 4. Create a single sample injection in the instrument or system as follows:

Sample: Mobile phase blank (0.0 ul)

5. Right before you start the test. flush the acetone tracer lines and degasser channels. -

& = [ a4l =7 [p bl © © | IER R E

Operational Qualification > Gradient Compozition
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Protocols Checked for Completeness

=4 Agilent Compliance Engine A.01.30 - [Qualification]
@‘ ¥iew Tools Help

Current Qualification ||- J This docurnent conkains inkeractive Form fields. [ Highlight: Fields [ Highlight required Fields |
Iﬂ EQP_aAlz00_001

= 1200_cds_EQP._001 Equipment Qualification Report's Operator Signature Page »
. — — - "
= your dept, E Document Revision A.01.30 Software Release A.01.30
= LC £
m HPLC MNamed FRED S Completion Statement
|_:_| HPLC101 :n The trained cperator has executed the gualification and gensrated thiz Eguipment Qualification Report (EQR) in
EI (ale] accordance with the EQP and all appropriate working instructions. Therefore, this qualification is completed and the EQR
: & iz ready for review and approval by the customer representative(s).
= 1200cds_protocol %
F- 1200cdsTestSpec 5 Operator Name: pe
i
- Pump 2 Flow & Logged On User Hame: paul_coombes@agilent com
- Pump 1 Flow A Completion Date: 16-Sep-2006

- Calumn Tempe
-\ avelength Ac
- Signal Maoise an
- Injection Precis
- Injectian Carry
- Signal to Maoise
- Respanse Linea
- Gradient Camp
- Sample Tempe
----- Injection Linea
- Full_0Q_Repbhef_

[
Operator Signature Method(s)
[] Acrobat 7 digital signature

Electronic database managemsnt system:
electronic signaturs

Comments

|:| Ink signature on EQR CD

|:| Ink signature on printed EQR

- sudit
Sign Off
m- HPLC103
m- HPLC 102  Steps Status

#-your LC name
|E- non&aCEtest
= lab abc

[«] | |

Current Qualification

Commit Test Press OK to continue reporting or Cancel ko abort reporting and continue running tests,

Cancel |
Process/Reprocess | 1e2st execution completed. Close |
Sign Off
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Completed Reports Automatically Moved

Into Openlab

- | Mames  ~ Size | Tvpe Modified
Z200652p11.13.19.42 ., c5vw 172 KE Microsoft OFfice Exc... 911/Z200& 1:Z20 PM
ZO00&ESepll.135.19.42.pdfF 7,045 KB PDF File 1102006 1:32 PM

|7.04 ME My Cormputer .

The pdf report and companion .csv file generated by ACE are automatically swept up by ECM

e Edt Vew Inset Format Tools Data  Window Help  Adobe PDF

o £, AL
Wi ]

2700
270
2702
2703
2704
2705

Operator name

Purmp maodule 1 model number
Purmp rmodule 1 model number
Purmp maodule 3 model number
Purmp rmodule 4 rmodel number
Pump module 1 serial number
FPump rmodule 2 serial number

o4

Ready

Thes ot sorim mlrrt e fors fweds. I teghlage limks [tk rwgarecdiickls | DEEHRSGRIVE LR-F(9-0-% -3 -@ B
. 2 %8 L @ | (5 55 | @ By g3 | Y9 Reply with Changes... End Review... !
Equipment k -
DuaEication feport e ﬁ!
R TR P (TP A, B2634 - # Detector
A
M ok e 2679 | Protocal ID protocal exampls
e Emrm s swae 2680 Operator narme (label) Operator Name:

paul coombes

- — 2682 Qualification date (label) Gualification Date:
o] 2683 | Qualification date

2684 | Response Linearity name Response Linearity

2685

2686 | Section Page (label) Section Page

2687 | Instrurment/scalefgualification type HPLC - Analytical Scale - Operational Qualification

2688 | Gradient Composition name Gradient Cornposition

2689 Gradient Composition revision number Docurnent Revision A4.01.30

2690 | Software release version Software Release A.01.30

2691 Gradient Composition custarmer reference Mot specified

2692 |Instrurnent 1D Any 1200_1100 LC

2693 | Software name Software

Detector name |Deleclur

2695 | Software model number HHAKK

2696 | Detector model number HHHHK

2697 | Software serial number HHAHHK

2698 | Detector serial number HHHHK

2699 Purnp narme Single-Head Purmp

any agilent 1200 pump
Mot applicable

Mot applicable

Mot applicable

XK

Mot applicable

2706 | Pump module 3 serial number Mot applicable
2707 Purnp rmodule 4 serial number Mot applicable
2708 EQP name Example_Roche
9700 Drot nentaral owaranl

el 10V
» »[%20065ep11.13.19.42

Porawe Ly | Auteshapess N N DO I8l Al 2 Bl & M- Z-A-=S=1

FDA audit ready report in pdf

Pittsburgh Conference 2008 Page 24
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Repair & Test Results

Agilent Compliance Engine A.01.30 - [Protocol Preparation Wizard] — =] x]
@) ¥iew Tools Help - |E’|1|
Step 1: Configure EQP Customer Details ¥ o ||__| This docurment conkains inkeractive Form Fields, [ Highlight: Fields ™ Highlight required Fields |
' . " ; »
Step 2: Select CaniguratiDns 2 g HPLC - Analytical Scale - Re-Gualification After Repair
> =2 Repair and Test Activities
~Technigue E
‘ILiquid Chromatography(LC) j i Diocwment Revision &.01.30 Softwara Raleasa 2.01.30
. . )
r—QL,IEIhfICEItICIr'I Type iy Pump Strategies
o
{Repair Qualification(RC) j £ Gradient composiion is only required for instruments with a UV detector.
RepairReplace Strategy Meodules OGPV Testing Action
Step 3: CanigurE EQP LC-RO Test SDECifiCEI... b4 Internal pumg head parts, aciive inlet valve {or Any pump Flow Accuracy & Precision  Repaired j
AN cartridge]. (parts of) check valves, reference
wawves, inet manifold or pump drive, u'_ia]dng
Step 4: Configure EQP LC-RQ Repart Defini.. % pump head apart fo clean (versus repair)
Step 5: Configure LC-RQ Protocol Details ¥ Fulse damper, pressure ransducer Any pumg Flow Accuracy & Precision Mot applicable j
Step 6: Configure LC Instrument Details o Muti-hannel gradient valve Cuatemary Flow Accuracy & Precision  Repaired j
Gradent Composition
Step 7 Configure Qualification Details ¥ @
£ Main board, pump driver board(s) Isocratic Flow Accuracy & Precision Mot applicable j
(i)
IS
Step 8: Preview Protocol Configuration b é
E Man board, pump driver board(s) Binary Flow Accuracy & Precision  Not applicable j
=l &CE Temary Cradent Compositicn
= 1200_cds_EQP_001 b-d Cuatemary
Z- vour dept. i i
5 LC E Solvent selection valve Sinary Flow Accuracy & Precision 1ot 3pplicable j
= HPLC Mamed FRED =
El--O_Q | Leak handling parts, interface board. fan. power  Any pump None Mot applicable j
El 1_2E|E|cd5_prutucul supply, leak sensor, active seal wash components
= 1200cdsTestSpecol
L Pump 2 Flow Accur = —
= .
~Purmp 1 Flow Accur = | 4 4 I 1of 10 bl | o O | |I_| = oo 4l
s Column Temperatu
- Wwiavelength Accura . :
H ? Enter Title
. Signal Noise and Dr - |Repa|r Record Save | Cancel | Browse |

1 ILLQUUIuII wuUllIIvIVIIVLY VUV
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Value Proposition

Instrument Qualification. s
Save 66% Review time.

No Risk.
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Reduce Instrument Downtime

Reduce the
downtime
to 1 day

( 7! e =
. ' -
Get your analysts back to work

5 to 6 hours work to deliver full OQ/RQ,

complete single pdf report provided to QA and/or system owner.
Parallel and remote review is possible, 30 minutes to 2 hours
review & approval time.

With ACE Agilent engineer can achieve:
8 HPLC's fully OQ’d, reports reviewed
and systems released in 5 days Mon-Friday

Reducing review time from 3 days to 1 day is 66%
saving in review costs and downtime.
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Validated, medium-risk configurable COTS ‘out-of-the-box’ solution — minimal
validation effort for corporate computer validation team

20 months investment in protocol development & testing done by Agilent not the
customer (typical competitor programs take 9-18 months to implement, validate and
release for pilot use in one lab)

FDA and EMEA readily accept Agilent Compliance products

Automation ensures adherence to protocol, consistent execution in every lab, can
be reviewed remotely — allows corporate oversight reduces risk of rogue labs/sites.

Can be executed by Agilent or 3rd party or firm’s personnel — eliminates risk of
losing delivery capability and ensures the program’s longevity

This is Agilent’s new platform — industry standard acceptability world-wide.



Summary

Agilent Compliance Engine (ACE)

e ™
Single Protocol for... Flexible tests... Single signature...
* Agilent Technologies B Aqieot Compihance Enghie 440110 4 Ivilecalfria bibsie -
- Waters Corporation s
» Thermo Electron Corporation Loy,
+ Shimadzu Corporation o S
* PerkinElmer, Inc. i -
* Gilson lE [Limit &| 1% g e |
» CTC samplers and others ﬂ T s o - (SRR | ST E SR Sl
ﬂ%" B Al =9 ¢ K@ @ =] _Ilf
Electronic records -
Flexible reports...
‘--:_-:::--1 . s Dartwak Mams and Descripdon U -Spacified Limit Hams
o, - — i ] This nares Sssoibes e Limd | sslscinbls saius. Ha b Lt LTl
'E ) = g . e T 1
.::' ’:‘.-';‘-.'Er---_:-"_--.—:_ ——— %Emmmmmmmw;. i 4
= QualPicaton Fepeit
I __‘_:-:'::_ :::I:k:::wn-:rwm s Specified Stahu Hama
h o T L T e p—————— e e _— _'I
= el |
PP % b TR huce e e OB TS TR b A LA:‘.M_M :_: e
LA Cudl of spwedicasmn
= - T — 2
'_I: — = wﬂﬂr 5-_-'6"'?”’..-"71.-- = N =T L naa I_.q
. J

Saves time & money ...
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Files Stored in Native Format in Openlab

A OpenLAB ECM Explorer - Microsoft Internet Explorer provided by Agilent Technologies, Inc.

Eile Edit Wiew Favorites

Tools Help

QpBack - @ - [¥] [ € Osearch ieFavorites € (2~ i @i 23

Address |@ it /fvidar fecm /Enterprise. asp ?SessID=220423

v | B Go Links

| Google [Gl+

#% BLUES HILLS PHARMACEUTICAL
7 BPM Project

=75 GSKACE REFORTS
=] Perngplvania

£ General Delivery
= &5 Inventory
3 Inventory Spreadshests
-3 LCs
L General Delivery
Ch LC #26
= LC #a2
Ly 00T Reports
- M3
=15 RTP
=15 UK

Latin America

4 on
Ll

FPMRS

-y
- Scheduler

----- g Business Process Management

Search Results

Content l Adminiztration I

Welcorme, GL Adrministrator (BUILT-IMiadrmin, Account: deme

Action Yiew Favorites

Help

V|Go t5 — ® - B~ €% Bookmarks- |Ei Popups okay

I-_;J.goff

Search:

P Check ~ s Autolink = o A0t (s Send tor

) Settings~

Mame © Statuz Date hodified #of =i
07 ane2 19 46,11 printe pof & 1/26/2007 73758 PM.. 8 228 kB i
= 2007 an22.19.46 23, print2. pdf 1/26/2007 73758 PM.. 4 228 kB i
= 2007 an29.11.51.13.print. pdf 1/29/2007 1:00: 20 PM... 3 220 kB i
F 2007)an29.11.51.22. prink, pof 1/29/2007 1:01:20PM... 2 Vers\ons zake 0

% File Edit View Document Comments Tools Advanced Window Help

R EERE G @ W

E Pages\li Bookmarks

. Attachments

ents

ntermet B v

@ Dione

|_ Equipment|
Qualification Report

Jocowarn s 20141
[Enterprise Edition|

(30 O RS
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OpenLAB ECM Managing Data

Data generators

Instruments Dffice Applications

t .t £ £ 1 ':::\s. :

Automatic Data Capture View |- |

v v v v v v W
ﬁ)penLAB Enterprise Content Manager |::_H

4 4 4 4 4 4

Re-use ¥
\ 4 \ 4 \ 4 v \ 4 v

| Discovery

Data Consumers
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ECM Driven Solutions (just some of many

= Data Archiving
= Central Data Storage (PROTECTED), Methods, SOP, Documents...
= Regulatory Compliance (21CFRPartll, GALP, Sarbanes Oxley, HIPPA)
= Document Management

= SOP maintenance \

= Legacy Data ! (viewers, TNF, data, CDS, LIMS...) 9%t \\
= Excel Remediation

= Validation/Compliance Documentation (i.e. ACE)

= ELN

= Data Management Searching and Reporting

= |P Protection

= Chain of Custody (reports, data...) ‘,é

= |Instrument and Training records
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How Data is imported into ECM

= Manually

- Add Files (explorer right mouse click)

- Office integration (Excel, Word, PowerPoint, Outlook, Explorer)

- Tool Bar (Microsoft)
=Scheduler
- Push or Pull

- Configurable on options for data collection

*Cyberprinter
- Acts as a printer driver
- Transparent

- Adobe pdf format (ACE Reports)
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—Userp
User name: Ikcodea Change User...l
Accoun k Issi

— CyberLAB upload location

Location: I CyberlAB j

Cabinet: IDemo Data d

Digwer. |HPLE and MS Dats =

Folder:  [EZChrom Eiite Dats =
Olutput

Printer: IHP Lazerlet 2100 Seriez PS j Fioperties |

[ Prirt Hardeapy: 75 Seleated|Frinter £ AormtatIEfulsetings]

Format: Partable Diocument Format [POF)
" Print job name az filename % Prompt for filename

i | + limestamp az filename

Ok I Cancel Ll
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OpenLAB ECM User Interface

= OpenLAB ECM uses the standard MS Explorer look and feel to

access content

* Fully Web based — thin client
*Not just running in a
browser as a fat client

* Single Application — 1 login

machine readable, human
readable in same application

* LCDF concept - organize
e Account
e[ ocation
*Cabinet
Drawer
*Folder

* A visual organization of data
» Data is also searchable with
“Google-like” or advanced

search engines
Pittsburgh Conference 2008

Cerity ECM Explorer - Microsoft Internet Explorer - |ﬂ LI
File Edit ‘iew Favorites Took Help |
sBak - = - (D “at | @ search  [GFavortes PMeda o ‘ - S = 5 £ 2?2 0

Address I@ http: fissiserverfecmiEnterprise, asp?SessID=145202 j FGU Links | = «
Agilent Technologies e serc I [
[ A Action Yiew Favorites Help Logoff -
= 0 Enterprize Mame T I Status I Date Created I Date Uploaded I File Size:
Content )12_14_2004 1_29_49 PMeyberlabadminPCE... 12/27/2004 925604, 12/27/2004 B35:11 A 18KE
i AryLab T12.14_2p0a 1 90 B BhiaubedsbadeinBOE 12/27/2004 925:49 .. 12/27/2004 335024 BKE
Chromatography Data 12 14_2 @ Open PCE 12427/2004 92549 4 12/27/2004 335094, TOKB
E aﬁ["cst?‘:‘a 1z 142 Openwith... FLE... 1202702004 925434, 12/27/2004 335094, 18KE
R4S EDF‘" d:la TE12_14_2|BY retrieve PLE... 12/27/2004 925494, 12/27/2004 335094 10KE
3 Data F12.14 2 PCE... 12/27/2004 9:25:49 4. 12/27/2004 £35:09 4. 10KE
3, ChemStation 1z 142 Checkou PLE... 12/27/2004 2549 A 12272004 T3R094. T0KE
(3 LC Dats Files F12.14.2)  checkn FLE... 12/27/2004 925:49 .. 12/27/2004 3365104, BKE
3 mass spec F1214.2]  Lndo check out PCE 12/27/2004 925E0A. . 12/27/2004 335104 4K
&= Resats F12.14.2 FCE 12/27)2004 925604, 12/27/2004 335104 BKE
! © Elte 1z 152 Edt ¥ lpe. 12/27/2004 925504, 12/27/2004 £35104.. 11KE
B2 Documents TN215.2  Eeconically 5ign » [IPC- 12/27/2004 92550 4. 12/27/2004 3365104 BKE
@ LyberLab Documents E'IZ_'\ b_4 o 5end To In-L.... V2r2452004 bl AL 127242004 Saau AL 1M KB
1] MsDs F12.15 2 nPC... 12/27/2004 92550 4. 12/27/2004 3365104 BKE
[5] OC Resuls 12152\ Revision History ... 12/27/2004 92560 A, 12/27/2004 S35104A. 4KE
o[ soPs T1295.2)  show assodiation P 12/27/2004 B25E0 A 12/27/2004 23T10 4. 5KE
& [ Summary Data Thase e [P 12/27/2004 925E0 4. 12/27/2004 33511 A 12KB
i I F)12.15.2) FCE 12/27)2004 925604, 12/27/2004 33511 4. BKE
1+ (0 Scheduler Hz52  BPM P eCE.. 12/27/2004 92550 6. 12/27/2004 53511 4. TEKE
% g“smfgpmﬁess Management T12.15.2)  Lidigation Hold ¥ lPCE... 12272004 SO5E0A...  12/27/2004 33511 4. KB
earchfiesdls 12152 submittoarchive,,.  PCE.. 12/27/2004 2550 A 12/27/2004 3/ A KB
) ERL PLE... 12/27/2004 92560 A, 12/27/2004 33511 A, BKE
F1215.7 Properties PLE 12/27/2004 9:25:50 & 12/27/2004 3:35:11 & 20KB
1292004 3_08_31 PMeyherabadminPCER 12/27/2004 925E0 4. 12/27/2004 335084 20KB
Contert | Administration P | | _.I
Welcorn, Adrinizteator (BIUILT-IMLadmin), Account: dame 1-2d4 of 24
|@ Done ’_ ’_ ’_ &) Trusted sites

Hstart] | (] & & & 7| [Ecerie EcM Enplorer - Blpocunentt - Mercsof v | QEEAHS® swem
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Intelligent Indexing for Advanced Searching

For machine and human readable files

SmartFilter™

Database

|

_ _ Secure File Server
3) Then, the database index is updated
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Business Process Management (BPM)

*A plug-in for OpenLAB ECM
*Manage flow of work throughout the enterprise by:

- Automating processes

Type a question for help =

- Streamlining processes D-BEo8 BRY B 0 BB a6 - 0.

| =
-t - B I U EEEA- _-&-|E-§-§--§>QE&-?#EQ?@v

- Optimizing processes

51 Process Management.ved:Page-
H & -4 -3 53 -1 0 1 i 5] 4 i Ifi i i ] 10 11 12 13 14
\‘\\I|||I|I|I|||I‘\\\‘\\\‘I|I|||I|I|I||\\‘\\\‘\|I|I|I|||I|I|\‘\\\‘\\I|||I|I|I|||I‘\H‘\H‘I|I|||I|I|I||\\‘H\‘\|I|I|I|||I|I|\‘H\‘Hlllllllllllll‘\\\ bl -

SOP Management

YT TN FYYON T ITPTNCd TN AT
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BPM Template Design

Utilizes Microsoft Visio

. L. . B scenerioz.vsd - Microsoft ¥Yisio ;Igﬂ
PrOV|deS VlSlO ObJeCtS and 5 File Edit “iew Insert  Format  Tools  Shape  Window  Help Tvpeaquestionforhelp - _ & X
tools for Varlous bUSIneSS Shapes x '":;|I|||I|||1||||I|||I|||I|||2||||I|||I|||I|||3||||I|||I|||I||?||I|I|||I|||I|||5||||I|||I|||I||?||||I|||I|||I||?||I|I|||I|||I|||8||||I|||I|||I|||g||||I|||I|||I|||1|U|||Iil
taS kS f;;::uzrsi:ES : ?::é .

E Business Process Ma... ::;
*Workflow modeling is E
frequently done with Visio E R —
now 3
These tasks have standard {
programmatic actions E L
configured into them = .
Build and configure your own _: 46
Workﬂow based on oo f 4 + M[% Page-1 4 YBackground JLI | _}lll
document or file activities Pz 1l
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BPM Template Design

EMAIL ALERTING
FAILED REFORT

¥
INITIAL EMAIL TRIGGERED
i
I s
e FAILED BFM
o — WORKFLOW PATH

INSTRUMENT & PASS/ — .
FAIL CONDITION o — USER ACTION-
LCTECH GROUP T!
FILL OUT IMFACT
FPASSED ASSESSMENT
BPM WORKFLOW PATH Fagﬂég?_'éz%ﬂru

FOLDER

REPORT MOVED TO
INSTRUMENT FOLDER rrocEpuRE To | LPDF |
“FLATTEN" FORM

Yes
INTO UNALTERABLE
FOF
EMAIL MOTIFICATION
SENT FOR PASSED
REPORT
IMPACT ASSESSMENT

e EMAIL NOTIFICATION
WITH FORM ATTACHED

-1 Yes
MERGING TOOL TO v ‘ﬁ

M
—ip

MERGE DIVERGENT
PATHS ACE FILE MOVED TO
ﬂ] SPECIFIC INSTRUMENT
FOLDER

Tes
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WorkFlow: ECM with ACE

Instrument in maintenance mode

\

MWy

\ SOP
Alert user Cl
-~
OpenLAB Maintenance SOP
Content
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