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LONZQ

60-Minute Agenda

m Part 1. Money-saving and Time-saving features

m Part 2: New security features that ensure compliance to 21 CFR
Part 11 and internal security policies

m Part 3: How to effectively use the trending feature to support
OOS/OO0T investigations

m Questions and Answers
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Agenda

m Part 1. Money-saving and Time-saving features



LONZQ

Part 1: Money and Time-Saving Ideas

m “The most expensive tests are the retests”
m Use WInKQCL™ Software to work smarter
m Reduce deviations and retests

m Features that save time and money:
Prevent retests where you have split pair/split replicate events
How to keep spot contamination from invalidating your standard curve

Barcode scanning and other data automation features to reduce
manual entry errors

Mar-14



LONZQ

Split Replicate Detection

m Problem:

A split pair or a split replicate is a case where one replicate reacts and

one does not, resulting in a reaction time for one replicate and not the
other

For duplicates this will result in an undefined %CV
Most companies will retest
m Solution:

Lonza’s Kinetic SmartStop™ Feature
Demo video next slide
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LONZQ

Spot Contamination

m Problem:

When individual blanks, standards, or product replicates become
contaminated, they cause a %CV failure or cause the blank and low
standard to overlap.

In the case of invalid standard curves, the entire plate must be
retested.

In the case of an invalid sample, the sample and PPC must be
retested.

m Solution:

WInKQCL™ version 5 Software allows one to setup extra negative
controls, standards, increase replicates, and/or mask hot wells
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LONZQ

Spot Contamination — Template Options

B|5TD1  S5TD1 544+ Var 544 Va 5124+ W 512+ W 5204+ W 520+ W
00,0100 0,0100 LOT121 LOT121 Loop 11 Loop 10 Loop 21 Loop 21

S6+ Van 564 Var 5144+ W/ 5144+ W 5224+ W 5224+ W
LOT121 LOT121 Loop 11 Loop 10 Loop 21 Loop 21

58+ De| 58+ De 5164+ W/ S16+ W 52944+ W 5244+ W
LOT125 LOT125 Loop 21 Loop 21 Loop 21 Loop 21

H |52+ Val 52+ Va 5104+ W[ 510+ W S184+ W[ S18+ W 5264+ W 526+ W
LOT121 LOT121 Loop 11 Loop 11 Loop 21 Loop 21 Loop 21 Loop 21

Setup | Standards | Lot / Exp I ArCcessories | Parameters|
Marne
AssayType  |PYROGENT-5000 -
Test Type [R.outne v]
Product Layout
@ Automatic Layout (7 Custom Layout
Replicates 2 % |
Replicate Direction [Hon'zonbl v]
Sample Fill Direction ['u'erﬁd v]
PPC Fill Direction ['u'ertid v]
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LONZQ

Spot Contamination — Template Options

BLME. | BLME

STD1  STD1  STD1 | 544 Va 544 Vai| 544 Vag S12+ W 5124+ W[ 512+ W S204+ W[ 5204+ W 520+ W
0.0100 ©0,0100 0.0100 LOT121 LOT121 LOT121 Loop 10 Loop 10 Loop 1[ Loop 210 Loop 21[ Loop 21

S6+ Va| 564 Van So+ Vai 514+ W 5144+ W S144+W 522+ W 5224+ W[ 522+ W
LOT121 LOT121 LOT121 Loop 10 Loop 10 Loop 11 Loop 21 Loop 21 Loop 21

58+ De 58+ De 58+ De| 5164+ W 516+ W 5164+ W 5249+ W 5244+ W 529+ W
LOT125 LOT125 LOT125 Loop 21 Loop 21 Loop 21 Loop 20 Loop 21 Loop 21

H |52+ Va 52+ Va 524+ Va 510+ W S10+ W S104+ W/ S18+ W S18+ W S18+W 526+ W S264 W[ 526+ W
LOT121 LOT121 LOT121 Loop 11 Loop 11 Loop 10 Loop 21 Loop 21 Loop 20 Loop 21 Loop 2[ Loop 21

Setup | standards | Lot /Exp | Accessories | Parameters |

Mame

AssayType  |PYROGENT-5000 -
Test Type [R.outne - ]
Product Layout

@ Automatic Layout () Custom Layout
Replicates 3 % |

Replicate Direction [Horizonﬁ - ]
Sample Fill Direction ['u'erﬁd v]
PPC Fill Direction ['u'erﬁd - ]

Mar-14




LONZQ

Spot Contamination — Template Options

B|5TD1  S5TD1 544+ Var 544 Va 5124+ W 512+ W 5204+ W 520+ W
00,0100 0,0100 LOT121 LOT121 Loop 11 Loop 10 Loop 21 Loop 21

S6+ Van 564 Var 5144+ W/ 5144+ W 5224+ W 5224+ W
LOT121 LOT121 Loop 11 Loop 10 Loop 21 Loop 21

58+ De| 58+ De 5164+ W/ S16+ W 52944+ W 5244+ W
LOT125 LOT125 Loop 21 Loop 21 Loop 21 Loop 21

H |52+ Val 52+ Va 5104+ W[ 510+ W S184+ W[ S18+ W 5264+ W 526+ W
LOT121 LOT121 Loop 11 Loop 11 Loop 21 Loop 21 Loop 21 Loop 21

etup | Standards | Lot | Exp I ArCcessories | Parameters|
Marne

AssayType  |PYROGENT-5000 -

Test Type [R.outne v]
Product Layout

@ Automatic Layout (7 Custom Layout
Replicates 2 %

Replicate Direction [Horizonbl v]
Sample Fill Direction ['u'erﬁd v]

PPC Fill Direction ['u'ertid v]

10
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Spot Contamination — Template Options

LONZQ

B|5TD1 STD1 54+ Va 5S4+ Va 512+ W 512+ W 520+ W 520+ W
0.0100 0.0100 LOT121 LOT121 Loop 11 Loop 10 Loop 21 Loop 21

36+ Va 56+ Va 514+ W 514+ W 522+ W 522+W
LOT121 LOT121 Loop 11 Loop 11 Loop 21 Loop 21

S8+ De| 584 De 5164+ W/ 516+ W 5244+ W S244+ W
LOT125 LOT125 Loop 21 Loop 21 Loop 21 Loop 21

H|52+ Va 52+ Van 510+ W/ S10+ W 518+ W S18+ W 526+ W 526+ W
LOT121 LOT121 Loop 11 Loop 11 Loop 21 Loop 21 Loop 21 Loop 21

| [Setup | Standards | Lot /Exp | Accessories | Parameters|

Mumber of standards 5 %
STD1 0.0100 Lt T
5TD2 0,100
STD3 1.00 Enable separate Standards layout
5TD4 10.0 |' S G
— 100 Replicates =
Replicate Direckion | Horizontal - |
Sample Fill Direction | Vertical - |
Preset Curve
PYROGENTS5000 | sae || Dpelete |
Stored Curve
Stored curve query not performed. Search
Use |:|
11
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LONZQ

Spot Contamination — Template Options

! Ternplate Manager -
I EE 7 8 Js fw |11 |12 | [sewp | Stendards |Lot/Exp | Accessories | Parameters]

A |BLMK  STD1 5164+ W 5164+ W 529+ W 5294+ W =
0.0100 Loop 2 [ Loop 21 Loop 21 Loop 21 BLMK. 0 Mumber of standards 35

E ELME STD1 0.0100 Units EL -
U UlDU STD2 0,100

E BLNK S184 W 518+ W SI64+ W SIE+ W STD3 1.00 Enable separate Standards layout
U UlUU Loop 20 Loop 21 Loop 2[ Loop 21 STD4 10.0

Replicates
5TDS 100

524+ Va 52+ Var
LOT121 LOT121

G |54+ Va 54+ Va
LOT121 LOT121

I.

5124+ W 5124+ W 520+ W 5204+ W Sample Fill Direction
Loop 11 Loop 1[0 Loop 21 Loop 21
Preset Curve

58+ De 584+ De PYROGEMTS000 -
Stored Curve

514+ W 514+ W 522+ W 522+ W
Loop 11 Loop 11 Loop 21 Loop 21

.... -

56+ Vai 56+ Van
LOT121 LOT121 - Replicate Direction

Stored curve query not performed, Search

510+ W S104+ W
Loop 11 Loop 11

12
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Spot Contamination — Template Options

[ §]
b

4 | 2 |
~ l— ]

\ [BLNK ~ STD1
0.0100

§ [BLNK  STD1
0.0100

BLNK  5TD1

E (524 Va 52+ Va
LOT121 LOT121

]
G |54+ Va 54+ Va
LOT121 LOT121

I.

|B |9 |1CI |11

J164+ W[ 516+ W 529+ W S24+W
oop 20 Loop 21 Loop 2[ Loop 21

18+ W 5184+ W[ 526+ W 5264+ W
op 20 Loop 2[ Loop 21 Loop 21

LOT121 LOT121

5124+ W 5124+ W 520+ W 5204+ W
Loop 11 Loop 1[0 Loop 21 Loop 21

58+ De| 58+ De
LOT125 LOT125

514+ W 514+ W 522+ W 522+ W
Loop 11 Loop 11 Loop 21 Loop 21

510+ W S104+ W
Loop 11 Loop 11

LONZQ

El [ Setup | Standards | Lot { Exp | Accessories | Parameters |
BLME i} Mumber of standards 5 %
5TD1 0.0100 Units EU -
5TD2 0,100
STD3 1.00 Enable separate Standards layout
STD4 10.0
STDS 100 Replicates

Preset Curve

Replicate Direction

Sample Fill Direction

PYROGENTS5000 | sae || Deete |
Stored Curve
Stored curve query not performed, Search
se |:|
13
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Spot Contamination — Template Options

1 |2
A [BLME.  5TD1
0.0100

C | BLME

524+ Va 52+ Var
LOT121 LOT121

G |54+ Va 54+ Va
LOT121 LOT121

I.

B |BLME
U UlDU

7 |B |9 |1EI |11

|12

5164+ W[ 516+ W 529+ W 524+ W
Loop 20 Loop 21 Loop 2[ Loop 21

5184+ W[ 518+ W 526+ W 526+ W
Loop 20 Loop 21 Loop 2[ Loop 21

o+ Va| 564+ Van
OT121 LOT121

5124+ W 5124+ W 520+ W 5204+ W
Loop 11 Loop 1[0 Loop 21 Loop 21

8+ De 584+ De

514+ W 514+ W 522+ W 522+ W
Loop 11 Loop 11 Loop 21 Loop 21

510+ W S104+ W
Loop 11 Loop 11

LONZQ

| [Setup | Standards [ Lot /Exp | Accessories | Parameters |

BLME

5TD1

5TD2

STD3

5TD4

STDS

0
0.0100
0.100
1.00
10.0
100

Preset Curve

Mumber of standards

Units

Enable separate Standards layout

Replicates
Replicate Direction

Sample Fill Direction

5 =]

EU

=]

PYROGENTS5000 | sae || Deete |
Stored Curve
Stored curve query not performed, Search
se |:|

14
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LONZQ

Spot Contamination — Template Options

1 | 2

A [BLMES  BLME

B|5TD1  S5TD1 544+ Var 544 Va 5124+ W 512+ W 5204+ W 520+ W
00,0100 0,0100 LOT121 LOT121 Loop 11 Loop 10 Loop 21 Loop 21

S6+ Van 564 Var 5144+ W/ 5144+ W 5224+ W 5224+ W
LOT121 LOT121 Loop 11 Loop 10 Loop 21 Loop 21

58+ De| 58+ De 5164+ W/ S16+ W 52944+ W 5244+ W
LOT125 LOT125 Loop 21 Loop 21 Loop 21 Loop 21

H |52+ Val 52+ Va 5104+ W[ 510+ W S184+ W[ S18+ W 5264+ W 526+ W
LOT121 LOT121 Loop 11 Loop 11 Loop 21 Loop 21 Loop 21 Loop 21

|12 | [setup | Standards [Lot/Exp | Accessories | Parameters]
g [=]
BLME 0 Mumber of standards =l
5TD1 0.0100 Units T
sTD2 0.100
STD3 1.00 Enable separate Standards layout
STD4 10.0
' [=]
pr— 100 Replicates ] =
Replicate Direction [Hm'zonﬂ v]
Sample Fill Direction ['u'erﬁﬁﬂ v]
Preset Curve
PYROGENTS000 - [ Save ] [ Delete ]
Stored Curve
Stored curve query not performed. Search
use[ |
15
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LONZQ

Spot Contamination — Template Options

1 | 2

A [BLMES  BLME

B|5TD1  S5TD1 544+ Var 544 Va 5124+ W 512+ W 5204+ W 520+ W
00,0100 0,0100 LOT121 LOT121 Loop 11 Loop 10 Loop 21 Loop 21

S6+ Van 564 Var 5144+ W/ 5144+ W 5224+ W 5224+ W
LOT121 LOT121 Loop 11 Loop 10 Loop 21 Loop 21

58+ De| 58+ De 5164+ W/ S16+ W 52944+ W 5244+ W
LOT125 LOT125 Loop 21 Loop 21 Loop 21 Loop 21

H |52+ Val 52+ Va 5104+ W[ 510+ W S184+ W[ S18+ W 5264+ W 526+ W
LOT121 LOT121 Loop 11 Loop 11 Loop 21 Loop 21 Loop 21 Loop 21

| [Setup | Standards Lot /Exp | Accessories | parameters|

BLME 0 Mumber of standards 3 %
5TD1 0.0100 Liits B -
alDd U, 100
STD3 1.00 Enable separate Standards layout
STD4 10.0
' [=]
pr— 100 Replicates ] =
Replicate Direction [Hm'zonﬂ v]
Sample Fill Direction ['u'erﬁﬁﬂ v]
Preset Curve
PYROGENTS000 - [ Save ] [ Delete ]
Stored Curve
Stored curve query not performed. Search
use[ |
16
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LONZQ

Spot Contamination — Template Options

1 | 2

| [Setup | Standards | Lot /Exp | Accessories | Parameters|

A [BLMES  BLME

B|5TD1 STD1 54+ Va 5S4+ Va 512+ W 512+ W 520+ W 520+ W
0.0100 0.0100 LOT121 LOT121 Loop 11 Loop 10 Loop 21 Loop 21

36+ Va 56+ Va 514+ W 514+ W 522+ W 522+W
LOT121 LOT121 Loop 11 Loop 11 Loop 21 Loop 21

S8+ De| 584 De 5164+ W/ 516+ W 5244+ W S244+ W
LOT125 LOT125 Loop 21 Loop 21 Loop 21 Loop 21

H|52+ Va 52+ Van 510+ W/ S10+ W 518+ W S18+ W 526+ W 526+ W
LOT121 LOT121 Loop 11 Loop 11 Loop 21 Loop 21 Loop 21 Loop 21

5TD1 0.0100
5TD2 0.100
STD3 1.00
5TD4 10.0
STD5 100

e [=]

Standards Increasing

Standards Decreasing
Duplicate

Insert Blank Above

Insert Blank Below

Insert Empty Above

P tC —
e Insert Empty Below
PYROGENTS000 lete
Stored Curve — Remove —
Stored curve query not performed. arch
Use |:|
17
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LONZQ

Spot Contamination — Template Options

| Ternplate Manager -

1 |;_' |3 4 5 & 7 8 9 10 11 |1:'_ | | Setup | Standards | Lot / Exp | Accessories | Parameters |

A |BLMK  BLME —
BLME 0 Mumber of standards 5 =]

B|BLMK BLMK 52+ Var 52+ Va 510+ W 510+ W 518+ W 518+ W 526+ W 526+ W BLNK 0 Units U w
LOT121LOT121 Loop 11 Loop 1[0 Loop 21 Loop 2[ Loop 21 Loop 2 [ STD1 0.0100

clso1 st STD1 0.0100 Enable separate Standards layout
0.0100 0.0100 5TD2 0. 100 =
Replicates ] EI|

D|5TD1 |STD1 54+ Vai 54+ Val 512+ W 512+ W 5204 W 520+ W STD3 1.00

0.0100 0.0100 LOT121 LOT121 Loop 11 Loop 11 Loop 21 Loop 21 sTD4 10.0 Replicate Direction [Horizonbl v]
Preset Curve
564+ Va 56+ Va 514+ W 5144+ W 522+ W 5224+ W PYROGENTS000 - [ e ] [ Delete ]

LOT121 LOT121 Loop 11 Loop 10 Loop 21 Loop 21
Stored Curve

....... StorEd o quer? nnt perﬁarmEdl SEHCh
Use |:|

58+ De| 58+ De 5164+ W/ S16+ W 52944+ W 5244+ W
LOT125 LOT125 Loop 21 Loop 21 Loop 21 Loop 21

18
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LONZQ

Spot Contamination — Template Options

| Ternplate Manager -

1 [ |3
1 I
A |BLME  BLNE
B |BLMK  BLMNK 2+ Va 52+ Va 510+ W 510+ W 518+ W S18+ W 520+ W 526+W
121 LOT121 Loop 11 Loop 10 Loop 21 Loop 21 Loop 21 Loop 21
q|5TD1 5TD1
0.0100 0.0100
B|5TD1 5TD1 4+ Van 54+ Va 512+ W 512+ W 5204+ W 520+ W
0.0100 0.0100 121 L0T121 Loop 11 Loop 11 Loop 21 Loop 21

S6+ Van 564 Va 5144+ W S144+ W S22+ W S22+ W
LOT121 LOT121 Loop 11 Loop 10 Loop 21 Loop 21

58+ De| 58+ De 5164+ W/ S16+ W 52944+ W 5244+ W
LOT125 LOT125 Loop 21 Loop 21 Loop 21 Loop 21

11

| 12 | | Setup | Standards |LutIE1q} I Accessories | P‘arameters|

BLMK 0 Mumber of standards 5 %

BLME 0 Units ELJ -

5TD1 0.0100

sTDl 0.0100 Enable separate Standards layout

STD2 0.100 _ =

P 100 Replicates ] EI|

=TD4 10.0 Replicate Direction [Horizonbl v]

STDS 100 sample Fill Direction ['v.n'erﬁml T]
Preset Curve

PYROGENTS5000 | sae || Dpelete |
Stored Curve

Stored curve query not performed. Search

Use |:|
19
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LONZQ

Spot Contamination — Template Options

| 12 | | Setup | Standards |LutIE1q} I Accessaries | P‘arameters|
BLME 0 Mumber of standards 5 %
B|BLMK BLMK  52+Var 52+Va 510+W S10+W 518+ W S18+W S26+ W 526+ W T 0 Units ST
LOT121LOT121 Loop 11 Loop 1[0 Loop 21 Loop 2[ Loop 21 Loop 2 [ STD1 0.0100

clso1 st STD1 0.0100 Enable separate Standards layout
0.0100 0.0100 5TDZ 0. 100 =
Replicates 2 EI|

D|STD1  STD1 54+ Van 54+ Van 5124+ W 512+ W 520+ W S204+ W STD3 1.00
0.0100 0.0100 LOT121 LOT121 Loop 11 Loop 11 Loop 21 Loop 21 sTD4 10.0 Replicate Direction [HorizonH v]

S6+ Van 564 Va 5144+ W S144+ W S22+ W S22+ W | Standard Curve - [ Saye ] | Delete |
LOT121 LOT121 Loop 11 Loop 10 Loop 21 Loop 21

Stored Curve
....... StorEd e . perﬁarmEdl SEHCh
Use |:|

58+ De| 58+ De 5164+ W/ S16+ W 52944+ W 5244+ W
LOT125 LOT125 Loop 21 Loop 21 Loop 21 Loop 21

20
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LONZQ

Spot Contamination — Data Analysis

@ WinKQCL 5 - [Endotoxin Test Results (1 of 50;: Medtronic Water 2#0  01/27/2014 11:01:57 AM] =
= NEE
# . " " i o
EE Templates Y Products Accessaries [Z] Endotosin Tests [ Trending Other Tests - i Roboties = |/ Tools ~ g velp = | 55 [F]
P 3K T
Products "
elect All
LAL Reagent Water [0000375386] o
Lenza - Scientific Support
SST BioTek ELx-808 Reader A
Lonza - WinKQCL Version 5.1.2 Page 1of 2
Performed By : TWALLACE (VA) LAL Lot No. - NLD4GEVHVY Exp : 05/14/2015 Time : 11:01:57AM (UTC-5)
PYROGENT-5000 - Routine Test Water Lot No - 0000362370 Exp : 06/12/2015 Date : 01/27/2014
Template - Medtronic Water 2 Endotoxin Lot Mo 20000368802 Exp : 08/0%2017 ELx808
Temperature : 36.9°C - 37.0°C Recon. Buffer Lot No. : 0000348622 Exp : 05/0&/2015 S/M 1305225
Linear Regression : Correlation Coefficient Slope =-0.225 Y -Intercept = 2.862
PowerCurve : A=28062 C=0.0323 D=-0.0015 E=-0.0013
4 0.01 1o 100
01 10.0
w
o
@
2
@
E 1000
F
. 1
o
k]
&
T T — e i — T
Show AER. 0.0100 0.100 1.00 10.0 100
elect All Concentration: [EU/ml)
orrelation Coefficient
lope Standards Results
~Intercept
[] €V Replicates Standards Conc./Dil. Well Reaction Average Reaction Back Prediction
PPC Recovery Time (sec) Time (sec) (Power Curve)
] Release Limit Blank Blank Al 4440 4375 <0.0100
[ Alerts A2 4555
A3 4130
Page Options Std. 1 0.01 B1 2340 2325 0.00998
[] HeaderFirst Page/Footer Last Page: B2 2395
how Graph B3 2940
fhow Standards std.2 01 c1 1140 1124 0.100
[C] Page Break Between Products o g -
[7] Include AER in Results Tables
Current Page No.: 1 Total Page No.: 2 Zoom Factor: Page Width
[ viewTemplate | [ ViewRawData | [ Lincar Regression | | [ Temperatwe || [ NextTest »>
T :
DHEREST legged into localhost\WinKQCL since03/03/2014 11:30:22 AM NUM 03/03/2014
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LONZQ

Spot Contamination — Data Analysis

Standards Results
Standards Conc .JDil. Well Reaction Average Reaction
Time (sec) Time {sec)
Blank Blank A 44410 4375
A2 4555
A3 4130
Std. 1 0.01 B 1 2340 2325
B2 2395
B3 2240
Sid. 2 0.1 C1 1140 1144
0 1445
Current Page Mo 1 Total Page No.: 2 Zoomr
[ View Template ] [ View Raw Data ] [ Linear Regression ] [ Temperature ] [ Mext Test == ]
[ Analyze ] [ Export to LIMS ] PowerCurve [ Close ] < < Previous Test

N2M27M14 11.2N-27 AkA

22
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LONZQ

Spot Contamination — Data Analysis

Standards Results
Standards Conc .JDil. Well Reaction Average Reaction
Time (sec) Time {sec)
Blank Blank A 44410 4375
A2 4555
A3 4130
Std. 1 0.01 B 1 2340 2325
B2 2395
B3 2240
Sid. 2 0.1 C1 1140 1144
0 1445
Current Page Mo 1 Total Page No.: 2 Zoomr
[ View Template ] [ View Raw Data ] [ Linear Regression ] [ Temperature ] [ Mext Test == ]
[ Analyze ] [ Export to LIMS ] PowerCurve [ Close ] < < Previous Test

N2M27M14 11.2N-27 AkA

23
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LONZQ

Spot Contamination — Data Analysis

To mask or unmask points double click on a row

Row Col React. Time Masked |~
A 1 44410

A 2 4555

A [ 3 | a30] |

B 1 2340 =
B 2 2395

B 3 2240

C 1 1140 _

C 2 1145

C 3 1147

D 1 636

D 2 o446

D 3 637

E 1 406

E 7 A0
(") Linear Regression 1! Masked

EEEEE UnReacted
2727?  Atypical
=>==> High OD

@ PowerCurve

24
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LONZQ

Spot Contamination — Data Analysis

To mask or unmask points double click on & row

Row Col React. Time Masked |~
A 1 44410
A 2 4555
A [ 3 | azofn |
B 1 2340 =
B 2 2395
B 3 2240
C 1 1140 _
C 2 1145
C 3 1147
D 1 636
D 2 o446
D 3 637
E 1 406
E 7 A0
(") Linear Regression L. Masked

EEEEE UnReacted
2727?  Atypical
=>==> High OD

@ PowerCurve

oK || Cancel |

25
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LONZQ

Spot Contamination — Data Analysis

'--._\_\_H*
'|||| T T ||||||| T |||||||| T |||||||| T T |||||||
0.0100 0.100 1.00 10.0 100
Concentration: (EU/ml)
Standards Results
Standards Conc JDil. Well Reaction Average Reaction Back Prediction
Time (sec) Time (sec) (Power Curve)
Blank Blank A 4440>/> 4498 =0.0100
AZ 4555
AZ 41300
Std. 1 0.01 B1 2340 2325 0.00993
B2 2395
B3 2240
Std. 2 01 cA1 1140 1144 0.100
i) 1445

urrent Page MNo.: 1

Total Page Mo.: 3

Zoom Factor: Page Width

26
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LONZQ

Barcode Scanning/Data Import

m Problem:
Labels are difficult to read
Manual data entry is error prone

m Solutions:

Scan in data via a handheld barcode scanner (Lonza P/N: 25-507)
New data import feature

Lonza’s PyroTec™ Solution allows automatic import of sample
barcodes

27
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LONZQ

Barcode Scanning

m Starting with version 4.0.3, the WinKQCL™ Software supports scanning
reagent data directly into the template using the 2D barcode printed on our
vials

Limulus Amebocyte Lysate

Kinetic-QCL" Reagent, 2.6 ml

Part No.: K50-643 US License # 1775
[ Lot No..NLOBSEHWVC Exp. Date 17 APR 2016 |
Store at2°to 8°C

sy =
See package insert for warnings H
and instructions.
For Endotoxin Detection Use

(rev. 3112)

Lonza Lonza

Walkersville, MD USA
301-898-7025, www.lonza.com 08509

28
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LONZQ

Barcode Scanning

R=B (HOH X5

12 | | Setup | Smndardsl Lot / Exp |.ﬁ.ccessnries | Parameters|

Lot Mumber Expiration
NLOBSEHWVE 04/17/2016
— 0000375934 05/31/2017 =
0000373753 02/29/2016
fConc. | PPC Conc. | Mote | Products | LIMS |

& Master Product list. Filter Apply

Nextr  "5%-

29
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LONZQ

Data Import

m WIinKQCL™ Software now supports bi-directional interfaces with 3™ party
sample tracking systems

m These 3" party systems include Lonza’s MODA™ Environmental Monitoring
system, commercially available LIMS, LIS and custom-made sample tracking
systems

m WinKQCL™ Software will automatically import sample testing worklists and
display this information in the template manager.

30
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LONZQ

—
Mum. Smps Mame Lot Mo. |]D |R.el. Lim. ET per Dil. fConc. PPC Conc. Mote | Produ |Lﬂ'lS |
To add products, dick the New button or drag product(s) from the Master Product list. Filter [ Apply ]

Mame lot# Id
Dextrose (5%-...
Polymegadillin

propofol
water
water for injec... dro... loop 1

Mew ][Remnve ] [| speedril [ << Copy ][ << Inzert ][ <{F‘.eplace]

[ Comcel  J[ et v f[ sae [ mn -]

31
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LONZQ

F
E
H
Products
Mum. Smps Name Lot Na. |]D |Ftel. Lim. ET per Dil. jConc. PPC Conc. Mote | Products | LIMS |
To add products, highlight LIMS entries and dick the Copy button. Worklist Name Lot #

[ Mew ][Remnve ] [] speedFil [ << Copy ][ << Insert ” <<Replace]

[ concel  J[ et [ sawe J[ mn -~

32
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LONZQ

-

{H Template Manager - test template

==

1 |2 |3 |1U |11 |12 ‘ |Setp|513'1dards||-0tf|5x|:' |.m:cessories|Parameters|
A|BLNK  BLNK 513 WF1[519 WFI L
Loop 2C|Loop 2C Lot Number Expiration
| [+
3|SDL STDL |S4+ e S4+ Vo S12+ Wi S12+ WL UECEgl] LAL NLOSSEHIWVC Wlo4/17/2016  ~
0.00500 0.00500 LOT121' LOT121 Loop 1L Loop 10 -« 1+
Water 000375334 02/28(2014
S6+ Vac S6+Vac S14+ W S14+W
LOT121 LOT121 Loop 1L Loop 1L
S8+ Den 58+ Dey S16+W 516+ W
LOT125 LOT125' Loop 2L Loop 2L
H[S2+ Vac S2+ Vac 510+ W S10+W 518+ W S18+
LOT121 LOT121 Loop 1C Loop 1C Loop 2C Loop
Products
MNum. Smps | Mame |Lnt Mo, 18] | Rel. Lim. | ET per |Di|.,|"Ccr1c. |PPC Conc, |Num. Devs | Extr. Vol |Mote = | Products | LIMS |
1 Vacdne Sample LOT12114 LIMS003784790 = 1.000 | ml LI 10.00 F 0.500 middle Worklist Mame Lot #
1 Vaccine Sample LOT12114  |LIMS003784791 = 1.000 'ml  ~v|10.00 [ o500 MjA MN/A  end BATCHOO1 Vacdne Sample  LO...
1 Device Rinse | LOT12514 LIMS003784796/| < 5.000 deviceLI 1.0 F 1.000 10 100.00 BATCHOO1 Vaccine Sample La...
1 WFI Loop 1Drop 2 MODAD13413 | <0.250 ml | 1.0 [v o.500 A ma | | BATCHOO1 Vaccne Sample  LO...
1 WFT Loop 1Drop 3 MODAO13414 | <0.250 ml = |10 [v o.500 A ma BATCHDO1 DeviceRinse  LO...
1 WL Loop 1Drop 4 MODAO13415 | <0.250 ml  _¥|1.0 [v o500 Mja ma BATCHOO1 WFI Lo.
1 WFI Loop 20rop 1 MODAO13416 | <0.250 m _¥| 1.0 [+ o.500 M/a mA BATCHOO1  WFI Lo.
| | BaTCHOO1 WFI Lo.
1 WFI Loop 20rop 2 MODAO13417 | <0.250 ml _¥| 1.0 [ o.500 N/a  mA ¢
BATCHOOL WFI Lo.
1 WFI Loop 2Drop 3 MODAD13418 | <0.250 ml | 1.0 [v o500 NfA MA -
T — =  ——T BATCHOOL WFI Lo.
BATCHOO1 WFI Lo.
[ Mew ] [ Remove ] [] speedFil | << cCopy ][ <« Insert ]l <« Replace |
| cancel || pint v |[  sawe || R~
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PyroTec™ Robot Barcode Scanning

m WIinKQCL™ Software is also fully integrated with Tecan’s EVOware® Software

m Lonza’s PyroTec™ Solution can be integrated to automatically import barcode
information from the sample tubes using the built-in scanner
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Agenda

m Part 2. New security features which ensure compliance to 21
CFR Part 11 and internal security policies
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Part 2: New Security Features

m Problem:

Software must comply with regulatory, industry, and company security
requirements

Software must still be flexible and easy to use

m Solutions:

WIinKQCL™ 5 Software introduces many new security enhancements
which improve both compliance and ease-of-use
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New Security Features

m WinKQCL™ Software continues to meet the technical
requirements for 21 CFR Part 11 and support the European Annex
11 guidance

m New features enable flexibility and easier adherence

m WinKQCL™ 5 Software and higher now support:

IT initiatives to secure all data under one central database and
segregate data into laboratory workgroups

Restriction of user access to individual laboratory workgroup data
The use of your Windows® password

Activity timer settings to allow WinKQCL™ Software to match
company policies

Flexible, user-specific access rights configuration

37
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New Security Features — Data Security

m Data Storage:
Endotoxin data is GMP data!
Do not store it on your laboratory computer!

If you are storing your data on a laboratory computer and not
backing it up daily, have your IT department contact scientific
support, we can assist in securing your data
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New Security Features — Data Security

m Lonza has supported a true client-server network since 2004

m Starting with WinKQCL™ 5 Software, data can be centralized

and shared across sites, even if these sites are in different
countries —— ? |

v, ¥

V. |
m Steps to securing your data: ?\"/*.' \/ 1

Work with IT to identify an existing A
database server that can be used .

WinKQCL™ Software has tools that can import and
merge existing data

Install the client software on all lab and office computers
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New Security Features — Passwords

m Starting with the WinKQCL™ § Software, you can use the
same password you use to log in to Windows®

Editing User: ANALYST =S

User Details | Permissions | Password | Status | Workgroup

Please enter the user's signature, which will appear at the bottom of reports.

User ID: 1 BJOMES
Mame: Bob Jones
Signature Text: Bob W, Jones

Scanned Signature

Load Signature ] Clear
2 Uses Active Directory Authentication
Domain Name: DOMAIN [ Check Name ]
[ Save ] [ Print ] [ Cancel ]
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New Security Features — Password Rules

m Set the WinKQCL™ Software password rules to match

Company pOIICy: | J Tools "’] G Help '| ) E
. g
AER Parameters *
Template Defaults k
Record Audit Leg
Security Audit Log
Database k

Global Options

Manage Workgroups
User Maintenance
Reader Setup

LIMS Options
System Diagnostics

Windows k
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New Security Features — Password Rules

m Set the WinKQCL™ Software password rules to match
company policy:
Set the inactivity timer

Enable/disable active directory “single sign-on” (SSO) feature.
SSO allows WinKQCL™ Software to automatically log you in with

the password you used to log in to Windows®.

Inactvity Timeout

| Require login only after inactivity 00:15 = hh:mm

Active Directory

| Always require password for Active Directory Accounts
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New Security Features — Password Rules

m Set the WinKQCL™ Software password rules to match
company policy:
Set the inactivity timer

Enable/disable active directory “single sign-on” (SSO) feature.
SSO allows WinKQCL™ Software to automatically log you in with
the password you used to log in to Windows®.

When applying e-signatures and cancelling tests, the
WinKQCL™ Software will always require passwords
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New Security Features — User Access

m WinKQCL™ 5 Software adds user access flexibility:

Per 21 CFR Part 11, assign access according to the user’s
training/role in the company

Use these features to restrict access of non-QC or less
experienced QC personnel or increase it for experienced
personnel/managers

Allow/restrict access to specific workgroups

44
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New Security Features — User Access

-

Editing User: ANALYST

[t

ser Details

Pemissions

Primany Foles
Analyst
[] Reviewer

[] Supervisor

Apply Defaults

Password | Status I Warkgroup

Creates, edits, and deletes Templates. Runs tests. Applies the Analyst E-Signature.

Additional Permissions
Manage Products

Manage Accessories

Manage Readers

[] Manage Template Reader Parameters
[ | Delete any Template

Edit own Endotoxin tests

[ Edit other users’ Endotoxin tests

[] Sign other Analysts’ Endotoxin tests
[] Export to LIMS

[] Remove E-Signature

Save

] [ Print Cancel

LONZQ
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curity Features — User Access

Customer Demonstrations
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New Security Features — User Access

-

Editing User: BJOMNES

(]

ser Details | Pemissions | Password | Status

Primany Waorcgroup:

Worcgroup

Hame: ’E]C Micro Lab

Accessible Waornigroups:

Comment: EM and Release Testing

[] Demo

[] PM Service

QC Micro Lab
[] Scientific Support

Print

Cancel

LONZQ

47
Mar-14



LONZQ

Agenda

m Part 3: How to effectively use the trending feature to support
OOS/OO0T investigations
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Part 3: How to Effectively Use Trending

m Problem:
Customers need an easy way to review and monitor data

m Solutions:

WIinKQCL™ 4 Software and higher introduce a new generation of
integrated trending and data analysis capability

WIinKQCL™ 5 Software adds additional standards data analysis
capability

How to use trending...
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How to Effectively Use Trending

m First, and most importantly, users in the lab must get into the
habit of inputting all data consistently and accurately

m Examples of inconsistent data:
Water # WFI # Water for Injection
P20 Pipette # 20ul Pipette

m Examples of poorly entered data:
“0.9% Sodium Chloride Injection 26MAR2014”
“Eppendorf® 20ul Pipetter”
Data elements need to be separated into appropriate fields
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Maintaining Products Lists

m Break each piece of information about the test article into
separate fields

( Edit Product
Product Mame Water For Injection
Lot Mumber ™ Loop 1 Product Id ™~ Drop ID 01
Endotoxin Concentration per: ml » Sample Count
Release Limit = | 0,250
FPC fes = 0.5
[ Allow multiple dilutions
Dilution 1
Comment ™~ | i
Workgroup | QC Micro Lab -
I Caloulator I I Help I [ oK ] I Cancel
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-

@ WinkKQCL 5 - [Trend View (Records: 10]]

[ESRNE 5

= Jalx
= i = . n i ] e
E Templates i Products / Accessories Endotoxin Tests E Trending u Other Tests + # Robotics = ﬁj@ Tools « 0 Help « | ﬂ?
Saved Queries: [Wata Loop v] [ Queries - ] [ Run ] Trend Unsigned Tests [ Print - ” Close ]
Qualifier Operator Value =
Product Mame: = b WATER FOR INJECTION =
Product Lot Number b M I
Product Result - hd T
Rt Hide Run Date Template Name # & Product Name P#  Product Lot# Dl /Conc. Prod. Result Product [0 -
050 00 0 0 ct 0 [ 0o
[ 0 05/09/2007 2.08 PM SAH Sat #6 B 1] Water For Injection 7 Loop 2 1 < 0.100 Drop 1D 06 ]
7 ] 05/09/2007 2:.08 PM SAH Sat #6 B 1] Water For Injection ] Loop 2 1 <0.100 Drop 1D 07 3
2 (] 05/09/2007 2:08 PM SAH Sat #6 B 1] Water For Injection 9 Loop 2 1 <0.100 Drop 1D 02 |
n =1 AC AN MMNnTT N0 Nkl CRLL S SN n L 1Y R o N T in e ] 4 - N Ann FPi__ 1IN N -
4 | L | 3
F‘:' E %lﬁ Channels
Variable: [Frod. Result ']
WFI Loop Trend Analysis Series: (Product ID -]
0,200 + DROFID 01 | ResetGraph |
+ DROPID 02
+ DROFID 03 DROP 1D 02 ‘
. + DROPID 04 DROP ID 03 3
0.2500 ACTION =0230 DROPID 05 DROF 1D 04
+ DROFPID 08 DROP ID 05 -
S OROPDD et
- + DROPID 0B .
= 02000
E & DROPID 09 SI'.merwathesis
o + DROPID1D f-feds
= ACTION - 0250
2 01500
o ALERT » 0125
[ ox ~ 30 |2 01430
ALERT =0.125 F
01000 A -
H-Pois
@ Plot By Run Number
0.0500 [7] Plot In Parallel
() Plot By Run Date
DHERBST logged into localhost\WinKQCL since 02/28/2014 3:52:31 PM MNUM 02/28/2014

52
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Maintaining Your Accessories

m Just like with products, it is important to associate an accurate
and consistent list of accessories used with each test to allow for
effective trending and investigations

m WinKQCL™ Software allows maintenance of a global list of
accessories used for each laboratory

m Each user can create their own default list from this global list to
save time when setting up their template

m It is possible to assign a calibration technician or a specific
analyst with the responsibility of maintaining this list, while
locking out all other users
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Maintaining Your Accessories

;
Mesores | I S S R

Master Lisf: 74

LONZQ

User Template Defaults: 4
Accessory Name Lot Mum.
13mm Dilution Tubes 123D
MP 200 Multipettor PIF 375
P20 Pipettor PIF 003
P200 Pipettor PIF 439
Print User List

Accessory Name

13mm Dilution Tubes QC Micro Lab

MP 200 Multipettor
P20 Pipettor

P200 Pipettor
PIPETTOR 1

10 uL pipette

100 ul pipette
1000pl tips

1000uL pipette
1000ul tips Biopur
200 ul Pipette

200 uL pipette
200-1000 ul pipette
200-1000ul Pipette
200ul tips Biopur
20-200 uL pipette
2-200pl ep biopur
2-20ul Pipette
50-1000pl ep biopur
& channel pipette
g-channel Eppendorf
36 wellnlate

=x

Lot Mum, Waorkagroup

PIF 375 QC Micro Lab

PIF 003 QC Micro Lab

PIF 439 QC Micro Lab

12631253 QC Micro Lab

591R511 Scentific Support - Europe
M24314 Scentific Support - Europe
B146262H Scentific Support - Europe
MO1753 Scentific Support - Europe
W130167Q  Sdentific Support - Europe
M24313 Scentific Support - Europe
T46026 Scentific Support - Europe
11588904500 Sdentific Support - Europe
1158368 Sdentific Support - Europe
Z140510M Scentific Support - Europe
T46007 Scentific Support - Europe
0000299555  Sdentific Support - Europe
CQ26333 Scentific Support - Europe
0000300665  Sdentific Support - Europe
Al3684 Scentific Support - Europe

3550984
OO0 260275

Scentific Support - Europe

Srientific Sunnort - Furone

-

Mew

Delete

Edit

View Qnly

Refresh

Print Master List

0
=]
i
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Maintaining Your Accessories

;
Mesores | I S S R

Master List: 74

|lzer Template Defaults: 4

LONZQ

Accessory Name Lot Mum.
13mm Dilution Tubes 123D
MP 200 Multipettor PIF 375
P20 Pipettor PIF 003
P200 Pipettor PIF 439
Print User List

Accessory Name

-

13mm Dilution Tubes QC Micro Lab

MP 200 Multipettor
P20 Pipettor

P200 Pipettor
PIPETTOR 1

10 uL pipette

100 ul pipette
1000pl tips

1000uL pipette
1000ul tips Biopur
200 ul Pipette

200 uL pipette
200-1000 ul pipette
200-1000ul Pipette
200ul tips Biopur
20-200 uL pipette
2-200pl ep biopur
2-20ul Pipette
50-1000pl ep biopur
& channel pipette
g-channel Eppendorf
36 wellnlate

Lot Mum, Waorkagroup

PIF 375 QC Micro Lab

PIF 003 QC Micro Lab

PIF 439 QC Micro Lab

12631253 QC Micro Lab

591R511 Scentific Support - Europe
M24314 Scentific Support - Europe
B146262H Scentific Support - Europe
MO1753 Scentific Support - Europe
W130167Q  Sdentific Support - Europe
M24313 Scentific Support - Europe
T46026 Scentific Support - Europe
11588904500 Sdentific Support - Europe
1158368 Sdentific Support - Europe
Z140510M Scentific Support - Europe
T46007 Scentific Support - Europe
0000299555  Sdentific Support - Europe
CQ26333 Scentific Support - Europe
0000300665  Sdentific Support - Europe
Al3684 Scentific Support - Europe

3550984
NO00260275

Scentific Support - Europe
Srientific Sunnort - Furone

=x

Mew
Delete
Edit

Refresh

Print Master List

0
=]
i
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Using Trending

m Once you have started collecting data consistently, it is just a
matter of determining what you want to see and selecting the
matching qualifiers

m WinKQCL™ Software allows selection of any data associated
with the test, including the following:

General endotoxin test data, including the date range, analysts,
reader serial numbers, workgroups, reagent lot numbers, and more.
All Product and Accessory data

Standard curve parameter data and raw data
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Using Trending

m User can query
based on any
number of
Qualifiers

A Trend View (Records: 36) =n| ol <
Saved Queries: [PPC%Acclots, analystids | [ Queries - |[  Run | [ Trend Unsigned Tests Pt  ~|[ Close |
Qualifier Operator Value |+ |
Product PFC % Rec. - -
Accessory Name ~ |- ~ | P20 PIPETTOR 3
Accessory Lot Number *l= ~ | PIP 008 or PIP 782 —
Analyst D - = + | CLANE or JSMITH or LKENT or MPARKER or PJONES .

-« RE  Hide Run Date Template Name i3 PPC % Rec. Accessory Name Acc. Lot # Analyst (D

P20 Pipettor PJOMES

P20 Pipettor

H & @ Channels
Variable: |PPC % Rec. -

PPC % Rec. . seie

] PIP 7832
FIP 003

[E1 PIF 375 (o data)
300.0 [E1 PIP 489 jno data)
FIP 782

] Show Trace Lines
Show Invalid Tests
Y-Auxis

[ Mean ~ 1064
] upperlimit  ~ 200

\ /\ > ﬁkv'\ o /\\ Mr"\ . lowerlimt  + 50
2 ¥ h 3 ] -

aLm | »

200.0 upper limit = 21

PPC % Rec.
o

100.0 * + V w .l
lower lirnit = 50 O T
| K-Axis
r T T T T T T T T T T T T . - @ Plot By Run Number
i 5 10 15 ] 25 an 5 [ Piotin Parallel
() Plot By Run Date

Run Number
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Using Trending

LONZQ

L Trend View (Records: 36) ==
Saved Queries: [PPC’J’..MC lots, analyst ids v] [ Queries - ] [ Run ] Trend Unsigned Tests Frint - ” Close ]
\ Qualifier Operator Value |+ |
Product PPC % Rec. h h
Accessory Name ~|- ~ | P20 PIPETTOR 3
Accessory Lot Number *l= ~ | PIP 008 or PIP 782 —
Analyst ID *l= ¥ | CLANE or JSMITH or LKENT or MPARKER or PJONES -
\ -« RE  Hide Run Date Template Name i3 PPC % Rec Accessory Name Acc. Lot # Analyst (D i
N O n e Wi n d OW 6/21/2002 3:30 PM P20 Pipettor PJONES
M | 6/21/2002 3:30 PM PMC Release Test PJ |3 3044 P20 Pipettor PIP 782 PJONES L
h | | = | | N P [onn o [oun =on | JE=
shows query, |iaaa s » e sesa
Variable: |PPC % Rec. -
PPC % Rec. .
results table, . e
] FIF 752
and graph s :
L] [E1 PIP 375 (o data) —
3000 [E1 PIP 489 fno data) H
FIP 782 n
&i ] Show Trace Lines
:: Show Invalid Tests
o 2o upper limit = 200 Y-Auis
& B Mean - 1064
] upperlimit  ~ 200
1000 \ /\ 2. ﬁv . /\K A e lowsr ik~ |50
: ¥ TV ¥ M 5 v vy Y & -
lower limit = 50 ] M
| X-Auis
k - = - = - = - = - = - = - = @ Plot By Run Number
0 5 10 15 20 5 a0 5 le P";{* T E:;a”e'
Run Number e R R R
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Using Trending

A Trend View (Records: 36) =n| ol <
Saved Queries: [PPC%Acciots, analystids | [ Queries  ~|[ Run | [¥] Trend Unsigned Tests Frint -J[ Close |
Qualifier Operator Value Sl
Product PFC % Rec. - -

Accessory Name ~ |- ~ | P20 PIPETTOR 3
Accessory Lot Number *l= ~ | PIP 008 or PIP 782 —
Analyst D - = + | CLANE or JSMITH or LKENT or MPARKER or PJONES i

-« RE  Hide Run Date Template Name i3 PPC % Rec. Accessory Name Acc. Lot # Analyst (D

P20 Pipettor PJOMES
P20 Pipettor

H & @ Channels

Variable: |PPC % Rec. -

PPC % Rec. Series:

+ PIP 008 Reset Graph
] PIP 7832

FIP 003
[E1 PIF 375 (o data)
300.0 [E1 PIP 489 jno data)
FIP 782

Show Trace Lines
Show Invalid Tests
Y-Axis

[ Mean ~ 1064
upperlimit  ~ 200

\ /\ », ﬁv Py /\\ P ot * lowerlimt ~ + 50
E aadl I M ¥ ¥ ¢ v ¥ B .
lower lirnit = 50 O T
| H-luis
@ Plot By Run Number
[T Plot In Parallel
() Plot By Run Date

m

4

m Ability to mask
outliers

200.0

=

upper limit = 21

PPC % Rec.

100.0

0 5 10 15 20 25 30 35
Run Number
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Using Trending

m Examples of questions you may wish to answer using the
trending feature:
Does my water loop show an increase in endotoxin over time?
Does any specific drop show positive results more often than
another, and if so, at what frequency?

Is the % PPC Recovery on my product consistent from lot to lot?
Do | see a trend that should be investigated, before a failure
occurs?

| am using a new accessory, reader, or analyst in my lab, let me

compare performance of one vs. another using quality indicators,
such as %CV, R-Value, or blank/low standard separation
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Agenda

m Questions and Answers

62
Mar-14



LONZQ

Do You Have More Questions?

m Contact our Scientific Support

scientific.support.eu@lonza.com

scientific.support@lonza.com

m Join our upcoming webinar on June 3 and 4:
Endotoxin Testing and Regulatory Requirements
m Register at:

http://www.lonza.com/gcwebinars
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