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o = Interoperability
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= IT challenge:

— Approx. 300 applications to be supported and
maintained

©0 j
o) @

@Y
EC 0
%u-, p>

L
O
= |Lab Challenge:

— 50% of analyst time spent at:
o Manual data transfer

o Documenting experiments
o Peer Review
o SOP’s
— Compliancy
o QA relations
o Signature workflows

learv6sigma
o Compliancy (GxP/part 11)
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Strategic integrattons ‘from vial=to-file’:

wWhere are your data touch points?
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- Data Processing / ;

Empower

Data Management
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Data Review &
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= Benefit to the Customers: One Software solution for all

chromatographic systems

L . . “Since Waters added full control of functionality — Mg

— Reduced Training, Validation and Support for Agilent's 1100 LCs and 6890 GCs to the |8

. Millennium/Empower software, we can now use E "
- Avallable TOday all of our chromatographic instrumentation with a
. software package which is state-of-the art
— 14 Vendors with 180 Instrument modules S e

for both productivity and compliance.”

o 78 New Modules added since introduction — Analyst, Global Pharmaceutical R&D Business

— Instrument Control Available from all major
LC Vendors including Waters, Agilent, Shimadzu and Hitachi

— Instrument Control Available from major GC Vendors including
Agilent , PerkinElmer, Shimadzu and Varian

= More instrument control to come
a HITACH!
VARIAN IRt 1>
b PerkmEplstgyi. '

<2 Agilent Technologies EZ
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A'e' y 'i)'ical Paper ‘Based SOP Workflow __ Vafers

1. Assign Test. 2. Analyst performs
l‘,— analytical test.

—

5. QA team monitors
process to ensure
process efficiency
and compliance.

3. Analytical data acquired and
form douments completed.

4. Supervisor/manager
reviews completed tests
and provides wet signature.
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Sampling Review &
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Microsoft Excel - Blank Excel Spreadsheet.xls Graphics Mode Ctrl+G
Text Mode Ctrl+T

v Table Mode Ctrl+B
| ) . .
b vy rrrrs Acquity UPLC Individual Report
Repored by User:  DBMOUSER @movsef) Project Name . Plamac: ittaDeu
Resatd: 2813 System Name : ACQUMY_TUY
Techiique: UPLC-UY Lab: DB/-34S
Sie: Lordor, Bgd
icrosoft Excel - Blank Excel Spreadsheet.xls : -10| x
sampLE|E > .
- - ‘Bl] Fle Edt View Insert Format Tools Data Window Help WebEx Type aquestionforhelp « - & X
Sampk Kame: Anakpsks Optmizhg | Sampk Kame: faakesks Optzhg E = 3 &4 [ 2y @ - . LA @ oY - - - A
:SE“DIeWpe: Uikrow s 1 Sampk Type : Uikiow s NMEHSSRRan-9 18 = -3l B fralNartow ° BZ1 a EI
val 148 val 183 : @ P > ¥ * 3 By i3 with Change: 3 r 0 e 3 ¢
| hfecton #: * 1 Mctad: N iatnd oW 2 By g with Chang !g & M B = ©CEER AR 3@!
| MectbrVolme: SOOI I hlectby volime: SOOI E22 M b3
= TR e Ruy The: 05 Mhkes A B I C [ D] E IFl & H | ] | J | K | L =
Sampk: Se thame: Waters Compound Purification Lab =
[ = = = —— === = = - —— = = = = = General informaticn Besuits
1 L Sample ID BOS-1238
1 0.¢04 1 5 | Study ID DIABET Area % Area Height
i 7 | Sample Name Normalized Area 120022 21.07 390583.00
1 = I [ & Lab GEN-3902 21314 3.74 715211
b ] 1 | 9 | Application Ezcel eine . 63363 .12 152925.00
1 o b4 o | 10 | Department Analgtics Acetanilide .307 135291 23.75 361031.00
o3 e § ' 1 | 1l | Batch Number 01189_003 ASA 324 67703 11.89 136888.00
! 5 9 3 | Instrument Name HPLC SYS_D309_04 i 359 92570 16.25 X
- € ‘Workbook
1 = = o | Analyst Ralf Schroeder
1 I3 ﬁ B_ Ezcel Template Name  TC_Norm_Area.sls
o02an 2 = 1 Template ¥ersion Y1
1 3 s o B | Document Name Waters Compound Purification Lab
1
% Tt s
1 0.4 z : ) TOTALS 1.69 500263 87.82 1376688.00
1 Sample Name: Analgesics Optimizing
. l 1 SumpleType: Unknown Graphical Anatesis
' om] i 1 ‘ o:: 2 45000000 Normalised Area Component Analysis
Injection Yolume: 5.00 ul
1 | 400000.00
1 350000.00
I awe] |
- 300000.00
1 om ols 0.0 0.5 oD o oD 035 na nis ol M olg oS 3
1 e 1 250000.00
e e il Bl e } 20000000
1 Peak Name RT | Ara |% Ara| Hebit | Peak Name RT 150000.00 | |
1[1[acemmnepier |ozm [12m22 | 21 [mosE | 1 1|acemmhopier 0208 | 55 10000000
1|2 [2-4cepmbophero D226 | 21314 [ 374 | 71521 ) 2 |2-acepmbophero (0226 50000.00
13 [cate ne 0265 | 6063 | 11.12 (152925 : 3 |Cattehe 0265 000
1 2 2 4 5
: ¢ [acetan e 03 [135291 | 2315 [H1031 | | ¢ [acetar e 03m
) S |ASa 0324 | 61703 | 11.89 (136353 | | S |ase 0324 | 67703 11.29 [ 136888
& [Pheraceth 03se | wsto| 16.25 |21 4@
7 [sabyit ack 0381 | 63385 | 12.18 121874
ReportiMetiod: Acquiy UPLC hdukdhalReport Pried 4:49:51 PN 22570005 Page: 1011
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Statistical Analysis  Specialized Elab NQLehRQKS.orator ~ LIMS




Intelligent Procedure’Manager:stteaamimes Waters

the-Documientation Lifecycle THE SCIENCE OF WHAT'S POSSIBLE

REPORT

Sampling HiAnaLgtlcal Data |7 Evaluation | erort | Review &
Generation reatlon Sign-off
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= The final value (only the single numerical value) is
transferred to LIMS after approval

Q File Edit Experiment Chemistry ‘Workspace Services Administration Options Window Help = | & x
{/—’g Messages % Experiments @New Experiment é Templates %Workspaces k New Workspace %Results ‘{l@ Entries @Projects
B . B & | =.B ¥ .| 0. 2 8 @&.%.
Append elete Yie Properties  Motebook  Sign Options Reload Ve Transfer Print
Fter [ B % @R Tille [06000151-AW0120074V3170 Experiment ID [070131_HPLC_0001
| | [ vynere e speclimen under t1est IS [ablers, use powder rom not rewer nan 4 taplets [~ g
©1 | LIMS-GM 1 ground to a fine powder in an atmosphere of temperature and relative humidity B
Pd2  Method 2 known not to influence the results. -
3 Calculati 2 ] =
il — %|  Water Equvalence Factor IE
5 g
1 2 <) 4 &) =
m{H20) [mg] 57.4 475 50.5 67.8 43.0
V(Titrant) [ml] 12.01 10.08 10.35 14.01 8.56
WE [mg/ml] 477935 | 470763 | 4.87923 | 4.83940 | 4.85327
used for average
(1=Yes, 0=No) L 1 2 1 ;
Average WE [mg/ml] =[  4.79491
Weight of the Analysis in a 100ml flask
mifull flask) [g] 129.32750
miempty flask) [g] 54.64380
miAnalysis) [g] 7468370
Analysis 3
1 2 <) 4 ) 5]
W(Titrant) [ml] 3.74 3.62 4.32 4.60 3.88 4.82
miAnalysis) [g] 4.0119 3.8627 46173 4.9085 3.8307 5.1062
mi{H20) [g] 333.83213 [ 333.87305 | 335.04434 [ 335.59515 | 362.71058 | 338.03047
used for average
(1=Yes, 0=No) | 1 2 L 1 L

@Coment [mg] =[ 344.85773] to LIMS ™

| 070131_HPLC_0001 | Creon Labcontrol on ELNSERVER | 1/31/2007
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1. ASSIgI‘I Test. 2. Analyst guided through
procedure with SDMS IPM.

l:'f;:‘;: P

5. QA team monitors
process to ensure
process efficiency
and compliance.

3. Procedural forms and
’ analytical data collected and
cataloged in IPM.

A\ 177 7

Capture and catalog:

AT &) e Original file
S0l * Project data

B[ [ | ) [ e Printed Report

N

S E]

e Meta data

32 "
luGenesis
AL

4. Review of final reports
in IPM and approve
with e-signatures.
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= SDMS’ central repository for
— File and Print Capture SRULS File Cap
— Embedded Database . 4 &
— Personalized Database views [ 74 /
— GxP compliant Ready & :% OME Vicion

- Publishgk,

SDMS Pri apture

= SDMS Vision Publisher
— Interactive information use
— Connection Business to Science Results

= Automating Lab Workflows in a “paperless” environment
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