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1. User Defined Assays

Introduction

The User Defined Assay (UDA) feature of the VITROS 5,1 FS Chemistry System
allows you to expand the assay menu beyond those assays currently available from
Ortho-Clinical Diagnostics, Inc (OCD). Using the UDA feature, you can program
assay protocol s using pre-formatted assay templates and reagentsfrom other vendors,
or you can define your own protocols.

UDAs use the VITROS MicroTip Special Chemistry processing center. This
processing center is equipped with athermally controlled reagent supply for
on-system reagent storage (at 9°C + 2°C), a metering system capable of delivering
precise and accurate sample and reagent volume, an incubator (at 37°C), and a
photometer with 12 wavelengths.

The system supports enzymatic, colorimetric, and turbidimetric assay
methodologies. You can use serum, plasma, urine, cerebrospinal fluid, and whole
blood hemolysate samples. Sample dilution and pre-dilution are supported for these
sample types. OCD provides empty reagent packs to be filled with your reagents.

Multiple calibration models (linear regression, cubic spline, Logit/Log4 and
Logit/Logb) are available. The UDA featureis supported by all of the current
capabilities of the VITROS 5,1 FS Chemistry System that ensure quality results for
assays, including:

1. Sample clot detection

2. Sample integrity checks

3. Cadlibration checks: replicate range, monotonicity, variability of response

4. Optical quality of reaction cuvettes

5. Antigen excess/substrate depletion checks

WARNING: ORTHO-CLINICAL DIAGNOSTICSINC. EXPRESSLY
DISCLAIMS ALL WARRANTIESWITH RESPECT TO USER-
DEFINED METHODSWHETHER EXPRESS OR IMPLIED,
INCLUDING WARRANTIES OF MERCHANTABILITY OR
FITNESS FOR A PARTICULAR PURPOSE.

WARNING: Since Ortho-Clinical Diagnostics does not manufacture or
otherwise control the reagents that may be used in the VITROS UD
Reagent Pack, the warranty for the VITROS 5,1 FS Chemistry
System does not extend to the performance of user-defined reagents
(including user-defined test results or standard VITROS5,1 FS
Chemistry System test results that are affected by user-defined
testing), their effect on the system operation and types and
frequency of maintenance, or their effect on operator safety. The
user assumes full responsibility for the selection of the proper
reagents, entering the proper test parameters, use of the proper test
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Introduction

protocol, correctness of thetest results, and any associated errorsor
omissions. Each laboratory must establish specific UDA test
performance characteristicsin compliance with applicablelaws and
regulations before performing tests and reporting patient results for
diagnostic purposes. The user assumes full responsibility for any
local or regional regulatory requirements resulting from the use of
user-defined reagents on the VITROS 5,1 FS Chemistry System.

WARNING: All fluids used on the system are disposed of in an on-board waste
container. Use of reactive chemicals may create a hazard to the
operator.

IMPORTANT: Report all VITROS® System errors generated when processing
Research Use Only (RUO) Reagents to Customer Technical
Services at Ortho Clinical Diagnostics, Inc.

VITROS MicroTip Assay Processing

The VITROS 5,1 FS Chemistry System can process discrete photometric assays and
perform automatic dilutions using an aliquot of sample from primary collection
tubes.

Inthe VITROS 5,1 FS MicroTip Special Chemistry Center, dispensed volumes of
liquid reagent and sample are mixed in a cuvette and incubated for a specified time
interval. A second reagent, if required, is added, and absorbance measurements are
performed at presel ected timeinterval s. The absorbance measurement is converted to
concentration by an appropriate math model and associated calibration. Datais
processed using a user-selected algorithm.

1-2 UDA Reference Guide Pub. No.: J33145EN
VITROS 5,1 FS Chemistry System 2013-12-01



Introduction

Refer to the following diagram for an example of MicroTip processing:

VITROS MicroTip Assay Processing

Reagent Supply Secandary s o Secondary
Secondary rotates to position metetering rﬁgt?anrinaw metetering Secondary Metering
hetering picks up e  the appropriste ]  aspirates R1 di ensesg - aspirates dizspenzes Sample Cuvette incubated to
YITROS VersaTip reagent £ diluent in from the Resgent " 'dpnt vt Satmple from T inta Cuvette and prehest mixture
the metering path Supply HIGHINED Luvetle CuveTip performs mixing
+ iLcHed sample * ¢
Secondary . L
b in CuveTip is Secondar
metering =eals and " i)
e movad 1 tho iscards vITROS postioned for metering sesls and Secondary
metering path far ‘ersaTip and picks metering by the dizcards F3 Metering picks up
flusicd mmising up FS MicroTip Tip Processing MicraTip Fs Micro Tip or
Center WITROS WersaTip
After Cuvette is read, S;;f;?:; Secondary
unuzed cells may be Cuvette is read Cuvette arm maves o . metetering
used for addtional  fee— and results are e incubated Cuvette to S;\ﬂizési;nf;lﬁ::g ﬂd!ﬁprednsgs ;f l— azpirates R2 e
tests or sert to waste| calculated read position “ L;m; ';rfgrvmse from the Reagent
if all cells are used pet Supply
mizing
3
L Reagert Supply
rotates to position
Photometer positions the appropriate
fitter far read meiesrﬁ'ncgoggzlrsyand reagent | l?iiluerrt in
discards Tip the metering path
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2. Working with User Defined Assays

Defining a User Defined Assay

Complete the User Defined Assay Worksheet
Define the New Assay

Define the Dilution Parameters

Define the Result Parameters

Define the Protocol Parameters

Define the Calibration Parameters

Define the Triple Read Parameters

Define the Reagent Lot

Fill and Load Reagent Packs

© ©® N 0k~ 0D

Step 1: Complete the User Defined Assay Worksheet

Using the vendor-supplied application sheet or your own assay protocol information,
complete the User Defined Assay Worksheet. See Appendix B:

Pub. No.: J33145EN
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Defining a User Defined Assay

Step 2: Define a New Assay

NOTE: Define the sampleindices threshold limits. Please refer to the V-Docs
Reference Guide for more information.

1. Touch Options.
2. On the Options and Configuration screen, touch Configure Assays.
OPTIONS & CONFIGURATION - Configure Assays

Serum
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Defining a User Defined Assay

3. On the Configure Assays screen, touch the User Defined Assays button.

Warning

The customer assumes all responsibility regarding
the use of non OCD reagents and protocols on this
instrument. Retfer to the User Defined Assays
section of the Reference Guide tor more information.

Select OK to continue.

OK

4. Touch OK to indicate that you accept responsibility for using non-OCD
reagents on the system and to continue.

OPTIONS & CONFIGURATION - User Defined Assays

Full Assay Name:[ I

Short Assay Name: :]

{ FGD; ] [ ep ] {thae]

mt et | [oExe | [ oEx2 |

{ — ] [ _ I { . ] Fluid Type:ISerum i|
{ ] [ I { ] Assay Model Type: l.None *|
10 1.1 12
Termplate: j_2PT R1-R2-S w&l
wized [witad [wisad
{ 16 ] [ 17 i { 18 ] Cal Model Type:g.LogitlLogd *|

{ 19 ] [ 20 ] CalibratorBottIes:D ReagentRepsperCal:[:]

Select afield to edit, or select a process below.

NEEIREY X]

Return/ Save [N ew Review/ Delete Help
Cancel Edit

5. On the User Defined Assays screen, touch one of the 20 assay buttons to begin
defining aUDA.

NOTE: By default, the user-defined assay buttons are named “1” through
“20.” The number below the button is the assay id that may be
uploaded to the LIS system. LIS codes range from 980 to 999.

6. Touch the New button.

Pub. No.: J33145EN UDA Reference Guide 2-3
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Defining a User Defined Assay

10.

11.

Type afull assay name (max. 20 characters). This name displays on the Patient
Report.

NOTE: Max. 20 characters with no restrictions on input values.

Type a short assay hame (max. 5 characters) for the new UDA. The short name
is used to identify this assay throughout the system.

IMPORTANT: The short assay name must be distinct from existing OCD
or other user-defined assay short names. The system
checks for assays that are supported by OCD or aready
defined UDAS.

Select afluid type from the drop down list. Available options are:

» Serum/Plasma

 Cerebrospinal Fluid (CSF)

* Urine

» Whole blood (hemolysate only)

Select an assay model type. The assay model type specifies when and how

many photometric readings are taken. Your selection is used to populate the list
of templates available in the next step. Available options are:

* None— select thisoption if you are unsure of the assay model and would like
to view al of the available templates in the next step.

» Two-point Rate — The system takes two readings, one at the beginning of the
reaction, and one at the end of the reaction.

» Two-point with Antigen Excess Rate Check — A two-point rate with an
additional early read to check for Antigen Excess.

» End Point — The system takes a single reading at the end of the reaction and
incubation period, with an optional blank.

* Multi-point Rate — The system takes a number of user-definable reads during
the reaction, with an optional antigen excess check.

Select a protocol template from the available options. The protocol templateisa
set of default values for an assay model type and protocol. Templates are |oaded
onto your system through the ADD. Any previously defined UDA aso displays
asatemplate. This allows you to define a new user defined assay using the
specific information from an existing UDA as a starting point.

Template Name Assay M odel Protocol Seps
EPT1R1-S End Point » Reagent Addition

* Optional Blank Read
» Sample Addition

* End Point Read
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Defining a User Defined Assay

Template Name

Assay M odel

Protocol Seps

EPT1 R1-S-R2

End Point

1% Reagent Addition
Sample Addition
Optional Blank Read
2"d Reagent Addition
End Point Read

EPT1 R1-R2-S

End Point

1% Reagent Addition
2" Reagent Addition
Optional Blank Read
Sample Addition

End Point Read

EPT2 R1-S

End Point

Reagent Addition
Sample Addition
Optional Blank Read
End Point Read

EPT2 R1-S-R2

End Point

1% Reagent Addition
Sample Addition

2" Reagent Addition
Optional Blank Read
End Point Read

EPT2 R1-R2-S

End Point

1% Reagent Addition
2" Reagent Addition
Sample Addition
Optional Blank Read
End Point Read

2PTAE R1-S

Two Point Rate with
Antigen Excess Rate
Check

Reagent Addition
Sample Addition
Early Rate Read
1% Rate Read

2" Rate Read

2PTAE R1-S-R2

Two Point Ratewith
Antigen Excess Rate
Check

1% Reagent Addition
Sample Addition

2" Reagent Addition
Early Rate Read

1% Rate Read

2"d Rate Read

Pub. No.: J33145EN
2013-12-01

UDA Reference Guide
VITROS 5,1 FS Chemistry System




Defining a User Defined Assay

Template Name

Assay M odel

Protocol Seps

2PTAE R1-R2-S

Two Point Rate with
Antigen Excess Rate
Check

« 1% Reagent Addition
« 2" Reagent Addition
» Sample Addition

* Early Rate Read

« 1% Rate Read

» 2" Rate Read

2PT R1-S

Two Point Rate

* Reagent Addition
» Sample Addition
« 1% Rate Read
« 2" Rate Read

2PT R1-S-R2

Two Point Rate

« 1% Reagent Addition
» Sample Addition

« 2" Reagent Addition
« 1% Rate Read

» 2" Rate Read

2PT R1-R2-S

Two Point Rate

« 1% Reagent Addition
« 2" Reagent Addition
» Sample Addition

« 1% Rate Read

» 2" Rate Read

NPT R1-S

Multiple Point Rate

* Reagent Addition
» Sample Addition
« 1% Rate Read
« 2" Rate Read

. 12" Rate Read

NPT R1-S-R2

Multiple Point Rate

« 1% Reagent Addition
» Sample Addition

« 2" Reagent Addition
« 1% Rate Read

« 2" Rate Read

. 12t Rate Read
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Defining a User Defined Assay

Template Name

Assay M odel

Protocol Seps

NPT R1-R2-S

Multiple Point Rate

« 1% Reagent Addition
« 2" Reagent Addition
Sample Addition

1% Rate Read

24 Rate Read

12" Rate Read

12. Select a calibration model type from the available options. You can select up to
six calibration levels for each UDA, and can program and store the
concentration levels for each calibrator. Calibration models are as follows:

* Linear Regression (2 — 6 calibrator levels)
» Cubic Spline (4 — 6 calibrator levels)
 Logit/Log4 (5 — 6 calibrator levels)

* Logit/Logb (6 calibrator levels)

13. Type the number of calibrator bottles (levels) (1-6) used for this assay.
14. Type the number of replicates (1—40) for each calibrator level required for the

assay calibration.

Pub. No.: J33145EN
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Defining a User Defined Assay

15. Touch the Save button

NOTE: OnceaUDA isconfigured and saved, it isavailable for usein
any capacity on the system. UDA’s, once programmed, are

included as part of anormal system backup.

16. Touch Review/Edit Assay to display thefirst of three Review/Edit Assay

Screens.

OPTIONS & CONFIGURATION - Review/Edit Assay

Full Azsay Marme: UDAT Reporting Typa: Quantitative
Short Assay Name: 1 Units:
Fluid Type: Serum Significant Digits: 6
Assay Model Type: 2 Point Rate Precision Digits: 3
Termplate: 2FT R1-R2-3 Slope: 1.00
Calibration Model Type: Logit/Log4 Intercept: 0.000
Calibrator Bottles: 2 CuveTip Expiration Time: 35 minutes
Reagent Reps Per Cal: 2 Temperature Sensitive: MNo
Standard Dilution Factor: 1.0 bt
Diluent: Mone
REFLEX DILUTION Refarence: 0.000 - 300000000

Reflex Dilution: Off
Dilution Factor: 1.0
Reduction Factor: 1.0

Supplementary: 0,000 - 300000000

Reportable: 0,000 - 9993,00

Sample Indices Check: Enabled

THRESHOLD LIMITS
Hernolysis: 1000 . Reportable Cone. Triple Read Limit
ey e Repaortable Min: 0.000 399.960
e Critical Cong.: 499950 8.0
Turbidity: 800 Reportable Max: 9999.00 80
Yiew the displayed datafor the selected assay.
< 28 [’E] [EF] =] 1E] | el @ 7
Return Reagent  Dilution Result Protocol  Calibration Triple Read “iew  Print Assay Help
Lot Parms Parms Parms Parms Parms More Parms  Data

These screens show details of the UDA based on the calibration model type,
assay model type, and template sel ected.

UDA Reference Guide

VITROS 5,1 FS Chemistry System
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Defining a User Defined Assay

Step 3: Configuring Dilution Parameters
1. Touch Dilution Parms at the bottom of the Review/Edit Assay screen.

NOTE: For auser defined diluent to appear on the drop-down list, you
must first defineit. See “ Defining a New User Defined Diluent”
on page 2-38 later in this document for more information.

WARNING: If changing an existing UDA diluent or dilution factor, consider
recalibration of the assay.

Edit Dilution Parameters

Edit the Dilution Parameters,

Diluent; |None |*| Standard Dilution Factor:

REFLEX DILUTION

Reflex Dilution: Off
Dilution Facter:
Reduction Factor:

—_— ——

2. Select adiluent from the available options. Diluents are loaded onto your
system through the ADD and any previously user defined diluents display as
available selections. Available diluents are:

» Sdline
* BSA
» Water
 Specialty
* UED
» ApoDiluent
* User Defined Diluents
3. Type anew value for the standard dilution factor. Thisisthe value used to
calculate aresult when a sampleis diluted with adiluent prior to analysis. For

example, a standard dilution factor of 5is 1 part sample and 4 parts diluent.
Supported dilution factors are 1, 1.3 — 100, where 1 is an undiluted sample.

4. 1f you wish to enable reflex dilution, touch On. Reflex dilution enables the
system to automatically dilute and re-assay samples with out-of-range results.

5. Type areflex dilution factor. Thisreflex dilution factor will be used for samples
requiring dilution at reflex metering station.

Pub. No.: J33145EN UDA Reference Guide 2-9
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Defining a User Defined Assay

6. Typeareduction factor. The reduction factor isused to reflex test resultsthat are
below the reportable range. The standard dilution factor is multiplied by the
reduction factor (valid entries 0.2 - 1.0). The resulting reflex dilution will be
less than the standard dilution factor but must till be greater than 1.3.
(Standard Dilution Factor - Reduction Factor = Dilution Factor for Reflex Test)

NOTE: Thisisonly applicable if the protocol includes pre-dilution of
sample. The reduction factor will allow asmaller pre-dilution
factor.

7. Touch Save.
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Defining a User Defined Assay

Step 4: Configure Result Parameters

1. Touch Result Parms at the bottom of the Review/Edit Assay screen.
OPTIONS & CONFIGURATION - Edit Result Parameters

1-Serum
RESULT PARAMETERS
Units: | -
RANGES

Significant Digits: E] Precision Digits: E] Referance: [0_000 l . [900000000 ]

USER ADJUSTED PARAMETERS Supplementary: [0-000 ] . [900000000 ]
Slope! Intercept: | 0.000 Reportable: [0_000 l : [9999.00 ]

CuveTip Expiration Time: .

Temperature Sensitive D

Warning: Unit changes will be applied to previous results without conversion.
Select afield to edit, or select a process below.

<[]

Return/ Save

Mare Assay Help
Cancel

Parms

2. In the Result Parameters section of the screen, touch the Units pulldown and
select aunit type from thelist, or type the unitsinto the box (max. 8 characters).

WARNING: Changing units of an existing UDA affects previous results.

Previousresultsin the old units are not converted and no longer
display correctly.

3. Enter the number of significant digits, the maximum number of digits (1-6) that
display for all results and numerical data.

4. Enter the number of precision digits, the maximum number of digits (0-3) that
display to the right of the decimal point.

IMPORTANT: The number of precision digits must be less than or equal
to the number of significant digits.

5. Type the slope necessary to correlate to the comparative method.

6. Typetheintercept necessary to correlate to acomparative method. The intercept
is the mathematically established value of the observed result for method ‘y’
when the result determined by method ‘x’ equals zero. The intercept value may
be negative or positive.
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Defining a User Defined Assay

7.

10.

11.

12.

Select atime from the CuveTip Expiration Time available options. Thisisthe
amount of time a CuveTip sample can remain in the CUVETIP RING for this
particular User Defined Assay before it isflagged as expired. Default is 35
minutes and minimum is 5 minutes. You can determine this number by
considering the following factors: the approximate amount of time that a small
amount of your sample can remain stable, considering sample volatility and the
affects of temperature and humidity on the sample's stability. When you set a
shorter expiration time, you affect the priority of processing of this sample
within the system. However, if the systemisvery busy or other tasks are queued
as stat, you risk the possibility that your sample will be flagged by the system as
expired before it can be processed.

Touch the Temperature Sensitive check box, if required. The temperature
sensitive assays option improves the precision of temperature sensitive assays
by restricting the cells within a cuvette row that can be used. Although precision
may be improved, throughput may be reduced.

Type the upper and lower values for the reference range. The reference range
defines the highest and lowest amounts of the analyte found in an apparently
healthy population. Also referred to as“Normal Range.”

Type the upper and lower values for the supplementary range. The
supplementary range is the operator-defined limits, outside or equal to the
Reference Range, for results that may require immediate attention and/or action
by the laboratory.

Type the upper and lower values for the reportable range. The reportable range
defines the lowest and the highest amount of the analyte that an assay protocol
is capable of predicting. Also referred to asthe calibration range or linear range.

Touch the Save button.
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Defining a User Defined Assay

13. Touch the More Assay Parms button to configure additional parameters. The
Additional Parameters dialog that displays depends on the selected assay's
model type: Two-point Rate, Two-point with Antigen Excess Rate Check, End-
point, and Multi-point.

* If you previously selected End Point as the assay model type, the following
dialog displays when you touch the More Assay Parms button.

Edit End Point Additional Parameters

Edit the Additional Parameters,

Initial Absorbance Limits

| - [ ]

Blank Absarbance Limits

-0.200 | - 2700 |

Save l [ Cancel ]

a. Edit the following parameters for this assay:

* Initial Absorbance Limits— Range of values expected at the assay’s end
point read to determine whether it is within the expected assay range.
Values for each field are-0.2 — 2.7. Field length (including sign): 6
characters. Significant digits: 4. Precision digits: 3.

* Blank Absorbance Limits — Range of values expected at the assay’s
blank read to determine whether it is within the expected assay range.
Valuesfor each field are -0.2 — 2.7. Field length (including sign): 6
characters. Significant digits: 4. Precision digits: 3.

b. Touch Saveto save the parameters and return to the Edit Results Parameters
screen.
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Defining a User Defined Assay

* If you previously selected 2 Point Rate as the assay model type, the following
dialog displays when you touch the More Assay Parms button.

Edit 2 Point Rate Additional Parameters

Edit the Additional Parameters.

Initial Abseorbance Limits

[@ l - [2.?00 l Antigen Excess Factor:
Second Absorbance Limits
[-0.200 ] - [2.?00 ]
Save l [ Cancel ]

a. Edit the following parameters for this assay:

* Initial Absorbance Limits — Range of values expected at the assay's first
read to determine whether it iswithin the expected assay range. Valuesfor
each field are-0.2 — 2.7. Field length (including sign): 6 characters.
Significant digits: 4. Precision digits: 3.

» Second Absorbance Limits — Range of values expected at the assay's
second read to determine whether it is within the expected assay range.
Valuesfor each field are -0.2 — 2.7. Field length (including sign): 6
characters. Significant digits: 4. Precision digits: 3.

» Antigen Excess Factor — Upper antigen limit set to prevent reporting of
results affected by antigen excess. Values are 0 — 10. Field length
(including decimal): 7 characters. Precision after decimal point: 4 digits.

IMPORTANT: Before changing the default Antigen Excess Factor, for
your UDA, please review “3: Antigen Excess’ on

page 3-1.
b. Touch Saveto save the parameters and return to the Edit Results Parameters
screen.
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Defining a User Defined Assay

* If 2 Point with Antigen Excess Rate Check is selected as the assay model
type, the following dialog is displayed when you touch More Assay Parms.

Edit 2 Point with Antigen Excess Rate Check Additional Parameters

Edit the Additional Parameters.

Initial Absorbance Limits

[@ ] - [2. 700 l Antigen Excess Factor:
Second Absorbance Limits
[-0.200 ] . [2.700 ] Elry it Berdnaa E]
[ Save ] [ Cancel I

a. Edit the additional parameters for this assay.

* Initial Absorbance Limits— Range of values expected at the assay’s first
read to determine whether it is within the expected assay range. Values for
each field are -0.2 — 2.7. Field length (including sign): 6 characters.
Significant digits: 4. Precision digits: 3.

» Second Absorbance Limits — Range of values expected at the assay's
second read to determine whether it is within the expected assay range.
Values for each field are-0.2 — 2.7. Field length (including sign): 6
characters. Significant digits: 4. Precision digits: 3.

» Antigen Excess Factor — Used to calculate upper antigen limit to prevent
reporting of results affected by antigen excess. Values are 0 — 10. Field
length (including decimal): 7 characters. Precision after decimal point: 4
digits.

IMPORTANT: Before changing the default Antigen Excess Factor, for
your UDA, pleasereview “3: Antigen Excess’ on
page 3-1.

* Early Rate Read Index — Indicates that the earliest-read value is not
included in the response computation. Values are 1 or 2. Field length: 1
character. (Not displayed for 2-Point Rate assays without antigen excess

rate check)
b. Touch Saveto save the parameters and return to the Edit Results Parameters
screen.
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* If Multi Point is selected as the assay model type, the following dialog is
displayed when you touch More Assay Parms.

Edit Multi-Point Rate Additional Parameters

Edit the Additional Parameters.

Initial Absorbance Limits

[w l - [2.700 l Max Relative SD of Regression Line:
Antigen Excess Limit: Minimurm Read Points Allowed: E]
Nonlinearity Lirmit: Ma SD of Regression Line:
Increasing Rate Flag
Save ] [ Cancel ]

a. Edit the additional parameters for this assay.

* Initial Absorbance Limits — Range of values expected at the system's
first check of the calibration curve to determine whether it is within the
expected spline range. Values for each field are-0.2 — 2.7. Field length
(including sign): 6 characters. Significant digits: 4. Precision digits: 3.

» Antigen Excess Limit — Used to cal culate upper antigen limit to prevent
reporting of results affected by antigen excess. Values are 0 — 10. Field
length (including decimal): 7 characters. Precision after decimal point: 4
digits.

IMPORTANT: Before changing the default Antigen Excess Factor, for
your UDA, please review “3: Antigen Excess’ on

page 3-1.
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* Nonlinearity Limit — Amount of curvature allowed prior to trimming the
kinetic curve. Values are 0 — 1000. Field length (including decimal): 9
characters. Precision after decimal point: 4 digits.

Absorbance
L
2
-]

Slope whole

Time

Linearity Factor = ((slope | eft half) - (slope right half)) / slope whole
NOTE: Slopes calculated by using least square regression.
If (Linearity Factor < Nonlinearity Limit) use all pointsin regression

Else use linear cut algorithm to trim from end

* Increasing Rate Flag - Indicates whether the assay has an increasing
absorbance with time (checked) or a decreasing absorbance with time
(unchecked).

* Max Relative SD of Regression Line— Maximum noise alowed ina
regression that can be used for a prediction (relative error). Values are
0—100. Field length (including decimal): 7 characters. Precision after
decimal point: 4 digits.

((Max Sy - x in absorbance units) / (absorbance range)).

NOTE: Thisisthe maximum SD of residuals (relative to the absorbance
range) of absorbances around aregression line through the
kinetic curve alowed before trimming noisy points. Increasing
the number will decease the number of noisy points removed.
Decreasing this number will cause more points to be trimmed.
Default values are set at the maximum level and essentially turn-
off spike detection.

* Minimum Read Points Allowed — Minimum number of points required
in regression after trimming or spike noise reduction to alow aresponse
to be generated. Values are 0 — 12. Field length: 2 characters.
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NOTE: Thisisthe minimum number of kinetic points remaining, after
trimming, needed to compute aresponse. If there are fewer than
the Min Read Points Allowed after trimming out noisy pointsthe
replicate is rejected.

* Max SD of Regression Line— Maximum noise allowed in aregression
that can be used for a prediction (absolute error). Values are 0 — 10. Field
length (including decimal): 7 characters. Precision after decimal point: 4
digits.

((Max Sy - x in absorbance units).

NOTE: Thisisthe maximum SD of residuals of absorbances around a
regression line through the kinetic curve allowed before
trimming noisy points. Increasing the number will decrease the
number of noisy points removed. Decreasing this number will
cause more points to be trimmed. Default values are set at the
maximum level and essentially turn-off spike detection.

b. Touch Saveto save the parameters and return to the Edit Results Parameters
screen.

WARNING: Multi-point assay selection will decrease the throughput of all
assays.
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Step 5: Configure Protocol Parameters

The protocol parameters that are configured in this step are dependent upon the
template selected.

1. Touch Protocol Parms at the bottom of the Review/Edit Assay screen.

2. On the left side of the Edit Protocol Parameters screen, touch a protocol step
(Reagent, Sample, Incubation, Read) in the list to select it. Theright side of the
screen displays the parameters for that step. The parameters that display depend
on which type of protocol step you select. The steps that appear are determined

by the template chosen.
The screen is an example only, what you see will be dependent upon the
template you selected.
OPTIONS & CONFIGURATION - Edit Protocol Parameters
EX1 - Serum
Protocal Steps View Protocal
1. Reagent 1. Reagent: .{?‘.l
2. Incubation Volume (ulL): 150, Pack/Bottle: UDO1 / A i |
3 Basgert 2. Incubation:
;e Seconds: 14. 25
4. Incubation 3. Reagent:
5. Sample Volume (ul):10, Pack/Bottle:UDOLl / B
6. Incubation 4. Incubation:
7. Read Seconds: 123. 50
8. Incubation 5. SzmTle: (s 5
olume (uL):
=h R 6. Incubation: |
Seconds: 0. 00
7. Read: —
Wawvelength: 340 nm *

Select afield to edit, or select a process below.

[+

Return/ Save View Print Help
Cancel Protocol  Protocel

3. Touch aReagent Protocol Step displayed on the left side of the screen to display
the Reagent Protocol Step dialog.

"
Pack Marme / Bottle: (UDO1 / A ‘*

a. Typethevolume (30 —200uL in 0.1uL increments) of reagent in the text
box. This volume is only applicable to the first reagent addition.

b. Select apack name/bottle designation from the pulldown menu.
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4. Touch a Sample Protocol Step displayed on the left side of the screen to display
the Sample Protocol Step dialog.

a. Typethevolume of sample (2 —59.9uL in 0.1uL increments) in the text
box.

NOTE: For samplesthat require pre-dilution (standard dilution), enter the
volume of the diluted sample (sample plus diluent).

5. Touch an Incubation Protocol Step displayed on the left side of the screen to
display the Incubation Protocol Step dialog.

Seconds: 14.25 *

a. Select an incubation time from the pulldown menu.

NOTE: If anIncubation Protocol Step is not needed, select O (zero) or the
shortest available time displayed to work within the system
timing cycle.
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6. Touch a Read Protocol Step displayed on the left side of the screen to display
the Read Protocol Step dialog.

Wavelength 340 *

a. Select awavelength from the pulldown menu or select “None” to disable the
read protocol step.

NOTE: The minimum total cuvette volume is 150uL. The maximum
total cuvette volumeis 250pL.

NOTE: Disabled readswill be replaced by 9.5 seconds of incubation
time.

7. When you finish configuring the protocol data, touch the Save button.
8. Touch the Print Protocol button to print the displayed protocol information.
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Step 6: Configure Calibration Parameters

NOTE: If your UDA uses of afactor that is based on the molar extinction
coefficient, please skip this step and Refer to “Molar Extinction
Coefficient” in Appendix D of this UDA Reference Guide.

1. Touch Calibration Parms at the bottom of the Review/Edit Assay screen.

OPTIONS & CONFIGURATION - Enter/Edit Calibration Parameters

EX1 - Serum ()
Kit: 74 Lot: s 4
Bottle Dilution Calibrator Replicate Calibrator
MNumber Factor Response Range Value
1 —
: —

Select afield to edit, or select a process below.

< [

Return/ Save More Cal Delete Help
Cancel Parms Lot

|

2. On the Edit Calibration Parameters screen, touch the Lot pulldown menu and
select a calibrator lot number from the list or type a new lot number in the box
(max. 2 digits).

3. Type calibrator values for each calibrator bottle for the lot you selected. The

calibrator value is the known amount of analyte contained in the calibrator (1-5
charactersincluding sign and decimal point, numeric).

4. Type new dilution factor values for each bottle if the calibrator requires
dilutions prior to processing. The dilution factor is the automatic dilution factor
for the assay to be calibrated (1 — 4 characters, including decimal point).

NOTE: Thelimits on thefactor are 1, 1.3-100 and no less than tenths.

5. Type new calibrator replicate response range values for each bottle. This range
is the maximum allowable difference between replicates of the same calibrator.
Valuesare 0t0 0.2.

6. Touch Save to save the calibration parameters.

7. Touch More Cal Parms to configure additional Calibration parameters for the
assay.
NOTE: Thediaog that displaysto configure additional calibration

parameters depends on the selected assay's calibration model:
Linear, Logit/Log, and Cubic Spline.
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* If Linear or Logit/Log is selected as the cal model type, the following dialog
is displayed when you touch More Cal Parms.

Edit Linear or Logit/Log Additional Parameters

Edit the Additional Cal Parameters.

Monotonicity: | Increase I Decrease
Max Response High: | EXEE Min Response High:

Min Besponse Low:

Max Response Low:

Cal Fit Goodness Limit: | 0.990

Save l { Cancel ]

a. Edit the following parameters for this assay:
» Monotonicity — Indicates whether the calibration uses increasing or
decreasing monotonicity.
* Max Response High — Maximum high calibration response.
Values are -1000 to 1000.
* Max Response Low — Maximum low calibration response.
Values are -1000 to 1000.

* Min Response High — Minimum high calibration response.
Values are -1000 to 1000.

* Min Response Low — Minimum low calibration response.
Values are -1000 to 1000.

NOTE: If the lowest response from acalibration is less than the Min
Response Low or greater than the Min Response High, the
calibration isrejected. If the highest response from a calibration
is less than the Max Response Low or greater than the Max
Response High, the calibration is rejected. You can widen the
acceptance range for lowest response (by increasing difference
between Min Response High and Min Response Low) to
decrease the chance of rejecting acalibration. You can aso widen
the acceptance range for highest response (by increasing the
difference between Max Response High and Max Response
Low). At the start of optimization these values may be maxed out
to response defaults of -3.0 to 3.0 OD and then tightened as you
add response checks to the UDA calibration. The defaults make
this check inoperative.
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« Cal Fit Goodness Limit (R? Correlation Coefficient) — Measure of fit of
the data points generated by the assay to the calibration model.
Values are 0.000 to 1.000.

NOTE: A vaueof 1.000 allows only a perfectly fit cal curveto be
accepted. Anything smaller islessrestrictive.

b. Touch Saveto save the parameters and return to the Edit Results Parameters
screen.

c. Touch Return/Cancel to continue and return to the Review/Edit Assay
screen.
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* If Cubic Splineis selected as the cal model type, the following dialog is
displayed when you touch More Ca Parms.

Edit Cubic Spline Additional Parameters

Edit the Additional Cal Parmeters.

Monotonicity: [ Increase ] Decrease ]

Max Response High: [:' Min Response High: :]
Max Response Low: [:l Min Response Low: :]

a. Edit the following parameters for this assay:

» Monotonicity - Indicates whether the calibration uses increasing or
decreasing monotonicity.

* Max Response High — Maximum high calibration response.
Values are -1000 to 1000.

* Max Response Low — Maximum low calibration response.
Values are -1000 to 1000.

* Min Response High — Minimum high calibration response.
Values are -1000 to 1000.

* Min Response Low — Minimum low calibration response.
Values are -1000 to 1000.

NOTE: If the lowest response from acalibration is less than the Min

Response Low or greater than the Min Response High, the
calibration isrejected. If the highest response from a calibration
is less than the Max Response Low or greater than the Max
Response High, the calibration is rejected. You can widen the
acceptance range for lowest response (by increasing difference
between Min Response High and Min Response Low) to
decrease the chance of rejecting acalibration. You can aso widen
the acceptance range for highest response (by increasing the
difference between Max Response High and Max Response
Low). At the start of optimization these values may be maxed out
to response defaults of -3.0 to 3.0 OD and then tightened as you
add response checks to the UDA calibration. The defaults make
this check inoperative.
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b. Touch Saveto save the parameters and return to the Edit Results Parameters
screen.

c. Touch Return/Cancel to continue and return to the Review/Edit Assay
screen.
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Step 7: Configure Triple Read Parameters

IMPORTANT: Before changing the default triple read parameters for your UDA,
please review the triple read section of this UDA Reference Guide.

1. If changing triple read parametersis required, touch Triple Read Parms at the
bottom of the Review/Edit Assay screen.

Edit Triple Read Parameters

Repo-table Tripla
Concentration Read Limit

Reportable Min: -500000000 :]
Critical Concentration: C] :] %

%

Feportable Max: 900000000

Save I [ Cancel ]

NOTE: TheReportable Min and Reportable Max are the reportable range
of valuesyou entered for thisUDA on the Edit Result Parameters
screen.

2. Typethe Critical Concentration. The default is the mid point between and
Reportable Min and Reportable Max.

3. Typethe Triple Read Bias Limit for the Reportable Minimum value. If you
change this value it must be greater than 0.

4. Typethe Triple Read % Bias Limit for the Critical Concentration.
5. Typethe Triple Read % Bias Limit for the Reportable Maximum.
6. Touch Save.

WARNING: Larger Triple Read Limits can degrade precision whilealower limit
can improve precision but can suppress potentially good results. The
goal isto set the appropriate balance between these two factors.
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Step 8: Enter Reagent Lot Information

Reagent Lot information is used to track the on board stability and shelf expiration
for areagent. Thisinformation can be accessed from any of the Review/Edit Assay
screens by touching the Reagent Lot button at the bottom of the screen.

NOTE: The Reagent Lot Number is printed on the Calibration Report and is
uploaded to the LIS if so configured as part of the extended result
information. Both the lot number of the reagent pack and the user-defined
Reagent Lot number from this screen are included on the Calibration
Report.

1. Touch the Reagent Lot button.
Reagent Lot Information

Entar the Reagent Lot Information.

On Board Stabilty: :] (days)

Reagent Lot Number: :]
Shelf Expiration Date: :]

[ Save I [ Cancel I

2. Specify the On Board Stability, in days (1-99), for the reagent. Reagents that are
on board for longer than the specified period are flagged on the Reagent
Management screen and on the Results report.

NOTE: Any change to the on board stability for an existing reagent is
automatically calculated for any packs of that reagent currently
on board.

NOTE: The system does not track calibration interval stability.
3. Type the Reagent Lot Number, up to 12 characters.

4. Type the Shelf Expiration Date of the reagent. Expired reagents are flagged on
the Reagent Management screen and on the Results report.

NOTE: Any changeto the shelf expiration date for an existing reagent is
not reflected until a new pack of that reagent is loaded.
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5. Touch Save.

NOTE: All reagent packs used by this assay are updated with this
information.

WARNING: Tests have shown that some reagents have lower on board stability
at lower residual volumesin the pack. Manufacturers' test data may
not be applicable to the VITROS5, 1.
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Step 9: Fill Reagent Packs

NOTE: Reagent Lot information must be entered before a reagent can be loaded
onto the system.

IMPORTANT: Be sureto follow these instructions whenever you fill
Ortho-Clinical Diagnostics reagent packs.

CAUTION: Do not usereagent packsthat are damaged or that have any
damaged packaging. Verify that labels and caps are secured. To
avoid damage, be careful when opening the outer packaging with
sharp instruments.

CAUTION: Usecaution when considering reagentssuch asstrong alkalineand
acid solutions, organic solvents, viscous liquids, heavy metals,
metal chelating agents, bleach, or ammonia. These materials may
have adver se effects on the system and may produce incor rect
resultsfor both OCD-supplied and User Defined Assays.

IMPORTANT: Do not reuse reagent packs.

NOTE: Reagent isassigned to areagent pack and bottle on the Edit Protocol
Parameters screen when a Reagent Protocol Step is selected.

1. Inspect the packaging for any signs of damage. Remove the reagent pack from
the carton and ensure that the pack is not damaged. The label and cap should be
securely attached.

2. Write any necessary information about the reagent on the label before you fill
the pack.

3. Estimate the fill volumes for the reagent packs, based on the ratio of Reagent A
to Reagent B. Refer to Appendix A: for reagent volume ranges and dead
volumes.

NOTE: An optional tray (catalog # 6802120) is available to hold reagent
packs while you fill them.

4. Remove the cap from Bottle A . Keep the cap on Bottle B.

5. Ensurethat there are no particulates in the reagent, and then transfer the reagent
into Bottle A gently to prevent foaming or splashing.

6. Replace the cap on Bottle A. Tighten the cap until it is snug enough to protect
the reagent and provide sufficient resistance for the MICROTIP PACK
OPENER.

7. If Bottle B is being used, remove the cap from Bottle B.
8. Repeat step 5. and step 6. for Bottle B, if a second reagent is used.
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9. After you fill both bottles, store the pack according to reagent instructions until
you are ready to load it onto the system.

IMPORTANT: Do not loosen or remove the caps before you load the
reagent pack.

10. Load the reagent pack. Pleaserefer to V-Docsfor more information on loading a
reagent pack.

WARNING: High fluid heights can trigger false bubble detection codes.
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Maintaining UDAs

Reviewing a User Defined Assay

1. Touch Options.

2. On the Options and Configuration screen, touch Configure Assays.

OPTIONS & CONFIGURATION - Configure Assays

T T R Fags
el (e (o) (oo (e (e (uea) [oed
) (e (ped GEd sl hed (e (e
e el (el ed EaY mee) (el sl
(o] (on) (ool (oeml (mow] () (i (e
el e (mend (bEed (e (el el (s |9

Return

Selected Assay: Mone
Select an assay and then select a process below.

iz | ed

Sample Indices Review/Edit User Adjust User Defined User Defined Help
Threshald Configuration Indices Assays Diluents

3. On the Configure Assays screen, touch the User Defined Assays button.

4. Touch OK to continue after reading and accepting the warning statement.

Warning

The customer assumes all responsibility regarding
the use of non OCD reagents and protocols on this

instrument. Refer to the User Defined Assays
section of the Reference Guide tor more infermation.

Select OK to continue.

oK |
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5. On the User Defined Assays screen, touch one of the 20 assay buttons to select
the assay to review.

\TION - User Defined

6. Touch the Review/Edit button. The first of three review/edit assay screens
displays. These screens show the details of a UDA based on the calibration
model type, assay model type, and template selected.

View the displayed data for the selected assay.
| : | [ < T
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7. Touch View More Parms to move to the second review/edit assay screen.

I

Select a button to perform the corresponding function

9. Touch View More Parmsto cycle through the three review/edit assay screens.
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Configuring Sample Indices Threshold Limits
1. Touch Options, and then touch Configure Assays.
OPTIONS & CONFIGURATION - Configure Assays

Serumn

2. On the Configure Assays screen, touch the appropriate Body Fluid button and
Assay button for the assay you wish to configure limits for, and then touch
Sample Indices Thresholds.

3. Touch the check box for Enable Sample Indices Checksto select it, if it is not
already checked. Default indices are set at the high end of the concentration
values for each index.
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4. Type new threshold values for hemolysis, icterus, and turbidity in their text
boxes. Values above this threshold are flagged with the appropriate indice flag.

5. Touch Save.

Editing Reagent Lot Information

Reagent Lot information is used to track the on board stability and shelf expiration
for areagent. Thisinformation can be accessed from any of the Review/Edit Assay
screens by touching Reagent Lot at the bottom of the screen.

IMPORTANT: If morethan one user defined assay uses the same reagent, a change
to the reagent lot information here applies to all UDASs that contain
that reagent.

NOTE: Only onereagent lot can be on the system at atime. If the reagent lot on
board changes, the on board packs are marked unusable and should be
removed from the system.

Access the UDA that contains the reagent that you would like to edit.
Touch Review/Edit on the bottom of the User Defined Assay screen.
From one of the Review/Edit Assay screens, touch Reagent L ot.

Modify the On Board Stahility, in days (1-99), for the reagent. Reagentsthat are
on board for longer than the specified period are flagged on the Reagent
Management screen and on the Results report.

A DR

NOTE: Any change to the on board stability for an existing reagent is
automatically calculated for any instances of that reagent
currently on board.

5. Modify the Reagent Lot Number, up to 12 characters.

NOTE: If you change thelot number, you should consider arecalibration
of the UDA.

NOTE: The user-defined Reagent Lot Number is printed on the
Calibration Report and is uploaded to the LIS as part of the
extended result information if so configured. Both the lot number
of the reagent pack and the user-defined Reagent L ot number
from this screen are included on the Calibration Report. When
reviewing the Options, Review Calibration or Reagent
Management screens, the Lot number displayed isthe lot number
assigned by OCD to the reagent pack.

6. Modify the Shelf Expiration Date of the reagent. Expired reagents are flagged
on the Reagent Management screen and on the Results report.

7. Touch the Save button.
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Deleting a User Defined Assay

1. On the User Defined Assays screen, touch one of the 20 assay buttons to select
the assay.
2. Touch the Delete button.

Delete Assay

Deleting this assay will also delete results of the assay
frorn result records, QC and Calibration records

for the assay, Usage Counters for the assay, and
rernoval of the assay from sample programs.

Delete thiz assay from the system?
Short Azsay Name: EX3

Yes | No ]

3. Touch Yesto delete the assay and its result records, QC and calibration records,
and to remove the assay from sample programs.

Deleting a User Defined Calibrator Lot

1. Touch the Calibration Parms button at the bottom of the Review/Edit Assay
screen.

2. Select the lot to be deleted from the drop-down list.
3. Touch Delete Lot.
4. Touch Yesto delete the Calibration lot.
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Defining a New User Defined Diluent

Serum

Diluentl

Diluent3.

Diluentd

“iew the diluent information or select a button below.

3. On the User Defined Diluents screen, touch New.

4. Type aname for the new diluent in the text box (max. 10 characters).
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5. Select a pack and bottle designation for the new diluent from the pulldown
menu.

NOTE: Two bottlesin each of the two diluent packs let you define up to
four diluents. Bottle A isthe inner chamber and Bottle B isthe
outer chamber.

Specify the On Board Stahility, in days, for the diluent.
Type the Diluent Lot Number, up to 12 characters.
Type the Shelf Expiration Date of the diluent.

Touch the Save button.

© ©®© N oo

Deleting a User Defined Diluent

1. On the Options and Configuration screen, touch the Configure Assays button.

OPTIONS & CONFIGURATION - Configure Assays

Urne | CSF__| WnBlood | Page
o (e (o] (oo (Ece) (owd (] (o) ([
) ool (el [Ea el [Aed (el (e
he] [umcl] [Ems] [LFen) [meaw] [mec] [eswol [gmic]
o] (o] [won] [oame] [Apor] [Mpee] [mBIn] [Bu]
Moo (e (o] [oEed [aed (aed [l (el | (9]

Selected Assay: Mone
Select an assay and then select a process below.

e | 7]

Return Sample Indices Rewview/Edit User Adjust User Defined User Defined Help

Threshold Canfiguration Indices Assays Diluents
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2. Touch the User Defined Diluents button at the bottom of the Configure Assays
screen.

diluentel

Diluent3

'

Select afield to edit, or select a process below.

3. Select the Diluent that you would like to delete.
4. Touch the Delete button.
5. Touch Yesto delete the diluent.
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Antigen Excess

IMPORTANT: If aUDA method has the potential to encounter an antigen excess
condition, it is recommended that the user define an appropriate
method for detection of this condition by the system. Thissectionis
intended to provide guidance regarding the programmable options
available with the VITROS 5,1 FS Chemistry System for
identification of an antigen excess condition. Itisthe user's
responsibility to determine which option if any is best suited to a
particular assay or method. For commercially available reagent kits
other than those provided by OCD, the reagent manufacturer should
provide guidelines and recommendations on how to detect antigen
EXCESS.

Antigen Excess refers to the region of the assay dose response curve where analyte
(antigen) concentration exceeds the effective antibody concentration in the reaction,
inhibiting the agglutination reaction.

1 Antigen Excess |

Result above
reportable range

Anligen Excess
Result af risk of
being posted
within the

reportable
range

Fasult withmn
repaodtabde range

Rasponsa

Analyte Concentralion
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Antigen Excess

The UDA feature allowsyou to configure an assay so that Antigen Excessisdetected.
The VITROS 5,1 FS system uses one of three methods to detect Antigen Excess:

1. Early Absorbance Read — The Antigen Excessflag is set at an absorbance
level greater than the high calibrator absorbance when measured at the first
read.

NOTE: With the Early Absorbance Read method for Antigen Excess
detection, highly turbid samples may trigger false Antigen
Excessflags. Inthese cases, it isrecommended to use the Early
Rate Read method for Antigen Excess detection.

2. Early Rate Read — An additional absorbance reading is added to a2-point rate
assay, typically immediately after the last fluid addition step. This additional
reading is used to take an early look at the reaction slope (change in optical
absorbance per unit time) to determine if the observed slope is greater than a
predetermined maximum slope limit.

3. Slope Change — This method is used with multi point kinetic assays only. For
samples being tested for Antigen Excess, the reaction rate (change in optical
absorbance per change in unit time) measured over the first 3 readings (rate C)
is compared to the reaction rate measured over the last 3 readings (rate D) and a
rate difference is calculated (see p. 9). When this rate difference exceeds a
predetermined threshold, an antigen excess condition flag is posted.

Method 1: Early Absorbance Read

The Antigen Excessflag is set at an absorbance level greater than the high calibrator
absorbance when measured at the first read. The following graph illustrates this
method of antigen excess detection.

Sampie in Antigen Excess

15t Read of Sample 2Znd Read of Sample

Antigen Excess

2nd Read of

a2 High Cafibrator
T
£
=]
= 15t Read of
e, Migh Calibrator

First Second

Read Time Fead Time

Time
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Antigen Excess

The Antigen Excess flag using the early absorbance read is empirically determined
and is set in the following manner:

1. Run the high calibrator as a sample.
2. Accessthe Kinetics Plot screen in Results Review.

Results Review - Kinetics Plot

User Defined Assay: |2PT A 4 Replicate: [All  ~Jr

Absorbance, AU
3.0

2

24

2ol

1.8

15

1z
09

0.6

a3

0.0

0.0 260 520 780 1040 1300 1550 1820 2080 2340 2600 2850 3120
Time, seconds

Current Sample ID: High Cal
Select a button to perform the corresponding function.

]

Return/ Print Help
Cancel Report

3. Touch Print Report to view the absorbance value from thefirst read for the high
calibrator.

Kinetics Plot Data

Current Sample ID: High Cal
User Defined Assay: 2PT

Replicate: Time, seconds:  Absorbance, AU:  Response:
1 10.00 0.80 0.041379
1 300.00 1.00 0.041379

4. Make up aseries of samplesthat are elevated and likely to give Antigen Excess.

5. Run the samplesin order of increasing concentration.
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Antigen Excess

6. Usethe Results Review screen to view sampleinformation. The last sample that
is outside the reportable range should be viewed on the Kinetics Plot screen.

High Sample 4

PT |

High Sample 2.

| =
High Sample 1
| =

High Cal

100. 000
1/1
100. 000
AT

Serum

4/12/2005

4/12/2005
|

I
4/12/2005
| \
4/12/2005

5535

15 5 3
ATl e

15: 15: 30

Select a button to perform the corresponding function.
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Antigen Excess

8. Touch Print Report to view the last samplethat is outside of the reportable range
on the Kinetics Plot screen to obtain the absorbance of itsfirst read.

Kinetics Plot Data

Current Sample ID: High Sample 3
User Defined Assay: 2PT

Replicate: Time, seconds:  Absorbance, AU:  Response:
1 10.00 1.30 0.062069
1 300.00 1.60 0.062069

9. Obtain the Antigen Excess Factor by subtracting the absorbance of the high
calibrator from the absorbance of the sample identified in step 6.

For example if the absorbance of thefirst read of the high calibrator is
0.80 and the absorbance of the first read of the selected sample
(determined in step 6. above) is 1.30, the Antigen Excess Factor is 0.50.

10. Enter the Antigen Excess Factor on the Edit 2 Point Rate Additional Parameters
screen.

Edit 2 Point Rate Additional Parameters

Edit the Additional Parameters.

Initial Absorbance Limits

[m] - [2.?00 l AntigenExcessFactor:

Second Abscrbance Limits

[-o.zoo] - [2.700 ]

| —
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Antigen Excess

Method 2: Early Rate Read

The early rate read method of determining Antigen Excessis preferred for samples
with high turbidity because fewer false Antigen Excess flags are returned than in
Method 1. The following graph illustrates this method.

Sample in Antigen Excess

15t Fead of Sample nd Read of Sampla

Early Rrad ol

Sarmiphe Usar
I delined Absorbance /
Jncd Read) af
I Higgh Calitsratar
15t Read of
High Calibratos
Early Rimad ol

I High Calibrator

Absorbance

Ear by First Secand
Read Head Timea A Tirmas

Time

Set the Early Rate Read method using the following procedure:
1. Make up aseries of samplesthat are elevated and likely to give Antigen Excess.

2. Run the samplesin order of increasing concentration.

3-6

Pub. No.: J33145EN

UDA Reference Guide
2013-12-01

VITROS 5,1 FS Chemistry System



Antigen Excess

3. Usethe Results Review screen to view sample information. The last sample that
isoutside of the reportable range should be viewed on the Kinetics Plot screen.

Sample 5 171 : 21 21 4/12/2005 15:15:35
2PTAE

Serum

High Sample 3 i 1 21 4/12/2005 15:15:33
2PTAE | = | 100.000 | | |

High Sample 2 A, : Z 4/12/2005 15:15: 32
ZPTAE |> |  100.000 R T |

High Sample 1 AL 2 21 Z 4/12/2005 15:15:31
2PTAE | > |  100.000

Select a button to perfonm the corresponding function.
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Antigen Excess

5. Touch Print Report to view the absorbance and time of the early and first reads
for the sample identified in step 3.

Kinetics Plot Data

Current Sample ID: High Sample 4
User Defined Assay: 2PTAE

Replicate: Time, seconds:  Absorbance, AU:  Response:
1 1.00 0.80 0.062069
1 10.00 1.30 0.062069
1 300.00 1.60 0.062069

A slopeis determined using the early read and the first read:

(A absorbance/ A time in minutes = slope)
For example, if the read for the early read taken at 1 second had an
absorbance of 0.80 and the first read taken at 10 seconds had an
absorbance of 1.30, the Antigen Excess Factor is 3.333.

(Slope=1.30- 0.8/ 0.15 minutes = 3.333)

Edit 2 Point with Antigen Excess Rate Check Additional Parameters

Edit the Additional Parameters.

Initial Absorbance Limits

[@ l - [2.700 l Antigen Excess Factor:
Second Absorbance Limits
[-0. 200 ] - [2.700 ] Sy E'
[ Save l [ Cancel ]

6. Enter the slope in the Antigen Excess Factor field in the Edit 2 Point with
Antigen Excess Rate Check Additional Parameters screen.

7. The Early Rate Read Index field allows the operator to select which read is
excluded from the final response in the Antigen Excess rate check.

* Entering the number 1 instructs the software to not use the early read
information when determining analyte concentration (the first and second
read will be used).

» Similarly entering a 2 eliminates the first read in calculations for analyte
predictions (early and second reads are used in the two-point rate equation).
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Antigen Excess

Method 3: Antigen Excess Defined Kinetics Slope Changes

Absaorbance

Multi point rate assays must use this method to detect Antigen Excess. This method
can only be used for assayswith 4 or moreread points. Thefollowing graphillustrates
thismethod. If the Slope C minus Slope D difference for an unknown sample exceeds
the Antigen Excesslimit acondition codeisposted. Thecalibrator level 3isprovided
for reference only and does not enter into the calculation for excess antigen.

Sample in
Antigen Excess

Slope B High Calibrator

-

Time

The Antigen Excess flag using kinetics slope changesis empirically determined and
is set in the following manner.

1. Make up a series of samplesthat are elevated and are likely to give Antigen
Excess.

2. Run the samplesin order of increasing concentration.
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Antigen Excess

3. Usethe Results Review screen to view sampleinformation. The last sample that
is outside of the reportable range should be viewed on the Kinetics Plot screen.

Results Review

Sample ID Type Loc Man Dil Fluid Hem Ict  Tur Date Time |0 1
| Assay | Flag | Result |Units | H] I | T]|] Dil |Codes of 5
Eﬂ High Sample 5 A Serum 21 21 21 4/12/2005 15:15:35 B
NPT | | 87. 800 | | | | | I
=' Sample 4 S Serum 2 21 4/12/2005 15:15:34
| > 100. 000
Eﬂ High Sample 3 i Serum 21 21 21 4/12/2005 15:15:33
NPT | = | 100. 000 | | | | |
@ High Sample 2 e Serum 21 21 21 4/12/2005 15:15:32 =
NPT |= |  100.000 [T | =
Eﬂ High Sample 1 A Serum 21 21 21 4/12/2005 15:15:31 |_‘\
NPT |> |  100.000 (I | 4]
Current Sample ID: High Sarmple 4 Records Selected: 1 Total Records: & Digplay Filtering: Cff

Select records and then select a process below.

=i % - P
<) | Cm | | rd
Return  EditPatient Filter Update Kinatics SetRepart Help
Data Results List Plot Status

4. Accessthe Kinetics Plot screen in Results Review.

Absorbance, AU
30

27

24
2.1
18

15

12

0g

0.8

55

00
0.0 260 520 780 1040 1300 1560 1820 2080 2340 2600 2860 3120
Time, seconds

Current Sample ID: High Sample 4
Select a button to perform the corregponding function.

< [ ] 2]

Return/ Print Halp
Cancel Report

5. Touch Print Report to view the absorbance and time all of the reads for the
sample identified in step 3 using the Kinetics Plot screen in Results Review.

 Calculate (using least squares regression) the slope for the first three points
 Calculate the slope for the last three points
NOTE: This method applies to assays with 4 to 12 reads. Assays with 4

or 5 reads will share points when making slope calculations. A
three point kinetic will effectively disable the check.
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Antigen Excess

Kinetics Plot Data

Current Sample ID: High Sample 4
User Defined Assay: NPT

Replicate: Time, seconds:  Absorbance, AU:  Response:
1 100.00 1.00 0.172800
1 150.00 135 0.172800
1 200.00 155 0.172800
1 250.00 1.59 0.172800
1 300.00 1.60 0.172800

In the example, the slope of the first three points is 0.33 and the slope of the last
three pointsis 0.03.

6. Calculate the absolute value of the difference of the slope of the first three read
points and the slope of the last three read points to detect a drop of the kinetic
activity indicating Antigen Excess conditions.

The Antigen Excess Limit from the example would be the absolute difference of
0.33 and 0.03, or 0.30.

7. Thisvalueis entered on the Edit Multi Point Additional Parameters screen as
the Antigen Excess Limit.

Edit Multi-Point Rate Additional Parameters

Edit the Additional Parameters.

Initial Absorbance Limits

[w l - [2.700 l Max Relative SD of Regression Line:
Antigen Excess Limit: Minimum Read Paints Allowed: E]
Nonlinearity Lirnit: Max SD of Regression Line:
Increasing Rate Flag
[ Save ] [ Cancel I

The additional fields on this screen are not related to Antigen Excess. Please refer to
the help text for this screen for more information about these fields.
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4: Triple Read Algorithm

Triple Read Algorithm

Triple reads are performed for each MicroTip cuvette to detect imperfections (air
bubbles, atypical aggregatesin liquids, etc.) that can affect concentration prediction.
For each cuvette, the system performs optical reads at three different locations as
illustrated below. A responseis calculated at each location. The maximum difference
among the three responses should be smaller than the triple read bias limit.

Cuvette Cel Read #1 @
#2®
#3

In aUser Defined Assay, you can define bias limits in concentration on an assay by
assay basis to detect imperfections in the optical path balanced against
inappropriately rejecting an acceptable result. The bias limit can be based on either
clinical need or analytical capability.

Triple Read Parameter Defaults

The default critical concentration isthe midpoint of the reportable range.

Fom the reportable minimum to the critical concentration, the default tripleread limit
is 8% of the critical concentration (constant bias domain).

From critical concentration to reportable maximum, the default tripleread limit is8%
of the concentration (constant % bias, variable bias domain).
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Triple Read Algorithm

This default triple read limit isillustrated in the following figures:

Edit Triple Read Parameters
Reportable Triple
Caoneentration Read Limit
2
Reportable Min: 4 4.16
1 3
Critical Concentration: 52 %
4
Reportable Max: 100 %
Save ] [ Cancel ]
Default Triple Read Limit
15
10
+ 4
| i
5 |2 3 ' '
. N o+ ) ..‘ - 1 i - ) et L] * -
B|aS ~ P :o.,_o. o ".o L g _,r 1] ot * - ..o° " . by ",
4] .o.+.'.. - ...,.o‘..o.u"-, :‘H‘. --‘-.'..”. . . .
(I — - Lk 3§ ’ .
5 | \
© 4
-10
1
_-I 5 - Iﬂ Iﬂ 1 AIA Iﬂ -
()] o0 40 ho ol 80 100

Concentration

. Critical Value = (Max - Min/2) + Min = (100 - 4)/2 + 4 = 52
5 Biasat Min Vaue = [Ciritical] - 0.08 =4.16

3 Bias at Critical Value = [Critical] - (8/100) = 4.16

i Biasat Max Value = [Max] - (8/100) = 8.00
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Triple Read Algorithm

Adjusting Triple Read Parameters

You can change the default triple read limits and the critical concentration when
necessary. Tightening the triple read limits may cause more results to be surpressed.
If you experience alarge number of condition codes (U91-274) during assay
optimization, the limits can be relaxed. This returns more results for review.

The following tableis provided for the user to define the limits for triple read.

Reportable Concentration

Triple Read Limit

Reportable Minimum*

Real Number (>0.0)

Critical Concentration (CO)

% of CO

Reportable Maximum*

% of Cmax

* The reportable minimum and maximum can only be adjusted on the Edit Result

Parameters screen.

Thetriple read limits are the allowabl e bias defined at reportable minimum, critical
concentration, and reportable maximum.

Biasin concentration = real concentration - predicted concentration

 Thecritical concentration can be adjusted by inputting a concentration value
in the reportable range. The critical concentration is the point at which
medical decisions are made between normal and abnormal test results.

» Thetripleread limit corresponding to reportable minimum must be abiasin

concentration value.

» Thetripleread limit corresponding to critical concentration is defined as a
percentage of the critical concentration.

» Thetripleread limit corresponding to reportable maximum is defined as a
percentage of the reportable maximum.
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Triple Read Algorithm

Thefollowing figuresillustrate arelaxed tripleread limit acrossthe reportable range.:

Edit Triple Read Parameters

Reportable Triple

Concentration Read Limit

2
Reportable Min: 4 6.25

1 3
Critical Concentration: 52 12 %

4
Reportable Max: 100 12| %

Save ] [ Cancel ]

Increase Triple Read Limit
15 |
10
2
5 -
.r . * s .1 o . .o N
Bi-’.‘i?“:\ .. * ."o. oo .: : ".: " - - * [1] :03.“ .: .:' " . 0:‘ .‘.."
il .. +..o...:“ oy h. L L% ..o .-+=- ry :‘ e "-..-. -r.'+ e o ‘.." '.
-5 . * R o -
2 3 * . .
-10
4
1
- 1 lTj 1 1 1 1 1
] 20 40 hD a0 80 100
Concentration
- Critical value = Default
5 Bias at Min value = [Ciritical] - (12/100) = 6.25
3 Bias at Critical value = [Critical] - (12/100) = 6.25
i Biasat Max value = [Max] - (12/100) = 12.0
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Triple Read Algorithm

Thefollowing two figuresillustrate adjusted triple read limitswith adifferent critical

concentration.

Edit Triple Read Parameters

Reportable Triple

Concentration Read Limit

2
Reportable Min: 4 5,

1 3
Critical Concentration: 40 18 %

4
Reportable Max: 100 14| %

[ Save ] [ Cancel l

Adjusted Triple Read Limit

15 4
10
3 .
Ly
] . ]
.
LN i ", . .
Bias * - - .+ - L Wt
A5 ¥ -4 .
E: " ettt Lk e ta .| . - " e N o. * - . .
= - * ..' TR S T e g Mt .
‘e + * - .
- .
- L) -
. .
_5 2 4
|\ . .
3 -
-10
1
15 I I 1 I 4
0 20 40 a0 a0 100

Concentration

-

- Critical value defined at 40

5 Bias at Min value defined as 5

3 Bias at Critical value = [Critical] - (18/100) = 7.2
A Biasat Max value = [Max] - (14/100) = 14.0
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Triple Read Algorithm

The following figures illustrate an adjusted triple read limit with a different critical
concentration and a higher biaslimit at reportable minimum than the biaslimit at the
critical concentration..:

Edit Triple Read Parameters
Reportable Triple
Concentration Read Limit
Reportable Min: 4 7.5 a
Critical Concentration: 40 ) 12 9 %
4
Repartable Max: 100 12| %
Save I [ Cancel ]
Adjusted Triple Read Limit
15 |
10
5
Bias
-5
=10
4
1
-15 1 1 1 1
¥ 20 40 a0 a0 100
Concentration
. Critical value defined at 40
5 Biasat Min value defined as 7.5
3 Bias at Critical value = [Critical] - (12/100) = 4.8
i Biasat Max value = [Max] - (12/100) = 12
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Appendix A: Quick Reference Table

VITROS 5,1 FS UDA Guidelines

Item

Requirements

Available fluid types

» Serum/Plasma

» Cerebral Spinal Fluid (CSF)

» Urine

* Whole Blood (hemolysate only)

Assay Model Type

* End Point Templates:
— EPT1R1-S
— EPT1 R1-S-R2
— EPT1 R1-R2-S
— EPT2R1-S
— EPT2 R1-S-R2

— EPT2 R1-R2-S
» Two-point Rate Templates:

— 2PT1R1-S
— 2PT1 R1-S-R2

— 2PT1 R1-R2-S
» Two-point with Antigen Excess Rate Check Templates:

— 2PTAE R1-S
— 2PTAE R1-S-R2

— 2PTAE R1-R2-S
* Multi-point Rate Templates:

— NPT1R1-S
— NPT1 R1-S-R2
— NPT1 R1-R2-S

Calibration models and levels

* Linear Regression (2 levels minimum)
» Cubic Spline (4 levels minimum)

* Logit/Log4 (5 levels minimum)
 Logit/Log5 (6 levels minimum)

Sample volume range

2—-60pL in 0.1 pL increments

Cuvette volume range 150 — 250 pL
Reagent volume ranges R1: 30-200 puL
R2:9-110 L

All reagent volumes are defined in 0.1 pL increments

Pub. No.: J33145EN UDA Reference Guide A-1
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VITROS 5,1 FS UDA Guidelines

[tem

Requirements

Reagent pack and
diluent pack volumes

IMPORTANT:Use only VITROS 5, 1 FS reagent packs.

Bottle Recommend Dead volume
Maximum Fill Volume

A 15 mL 1.7mL

B 15 mL 0.4 mL

CAUTION:Overfilling reagent pack bottles may create
bubbles, foam, and form a thin film, preventing
the system from operating correctly. Never fill
over bottom of neck.

Dilution factors

Supported dilution factors are 1 (for non-diluted
samples), 1.3 —100.

Minimum total mix
volume

96 pL

Temperatures

Reagent storage temperature in SUPPLY 3is
9°C+2°C

Cuvette incubator reaction temperature is 37°C

Wavelengths

The following wavelengths are provided for assay
evaluation:

340 nm 510 nm 620 nm
380 nm 540 nm 660 nm
405 nm 575 nm 700 nm
450 nm 600 nm 800 nm

Absorbance range

The acceptable absorbance range of the
PHOTOMETER is-0.2 to 2.7 AU (absorbance units)

Calibration flags

You can set flags for:

» Decreasing Monotonicity
 Increasing Monotonicity
¢ Increasing Rate

Total assay run time

1800 seconds (30 minutes) on the system

Earliest read time after fluid
addition

9.5 seconds

UDA naming
conventions

Supported UDA name lengths:
* Long name: 20 alphanumeric characters
< Short name: 5 alphanumeric characters

A-2 UDA Reference Guide
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Appendix B: User Defined Assay
Worksheet

IMPORTANT: Fields that are not gray require an entry to initiate UDA processing.

Full Assay Name: Fluid Type:
Short Assay Name: Template:
Assay Model Type: Calibrator Bottles:

Reagent Reps per
Cal Model Type: Cal:

Result Parameters

Units:

CuveTip Expiration
Time:

Reference Range: Reportable Range:
Initial Absorbance
Limits:

Antigen Excess
Factor:

Increasing Rate
Flag (yes/no):

Min. Read Points
Allowed:

Dilution Parameters

Calibration Parameters NOTE: Not required if user calibrating assay.
Kit Lot:
Calibrator Replicate
Bottle Number Dilution Factor Response Range Calibrator Value
1
2
3
4
Pub. No.: J33145EN UDA Reference Guide B-1
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User Defined Assay Worksh

eet

More Cal. Parameters

Monotonicity:

Cal. Fit Goodness
Limit:

Max. Response
High:

Min Response
High:

Max Response
Low:

Min Response Low:

Protocol Parameters

Reagent

Step | Volume

Pack Name

Sample Volume

Incubation Time

Read
Wavelength
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User Defined Assay Worksheet

27

28

29

30

Reagent Lot Information

On Board Stability:

Reagent Lot
Number:

Shelf Expiration
Date:

Triple Read Parameters
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Appendix C: Worksheet Key

User Defined Assays Main Screen

Parameter

Default

Ranges/Limits/Available
Options

Assay Button

1-20 (Assay | Ds 980-999)

Full Assay Name

Up to 20 characters

Short Assay Name

Up to 5 characters

Fluid Type

Serum

Serum

Urine

CSF

Whole Blood (Hemolysate)

Assay Model Type

None

None
2 Point Rate

2 Point with Antigen Excess
Rate Check

End Point
Multi Point

Template

2PT R1-R2-S
R1 = Reagent 1
R2 = Reagent 2
S=Sample

Listed in order of addition

2PT R1-R2-S
2PT R1-S

2PT R1-S-R2
2PTAE R1-R2-S
2PTAER1-S
2PTAE R1-S-R2
EPT1 R1-R2-S
EPT1R1-S
EPT1R1-SR2
EPT2 R1-R2-S
EPT2 R1-S
EPT2 R1-S-R2
NPT R1-R2-S
NPT R1-S

NPT R1-S-R2

Pub. No.: J33145EN
2013-12-01

UDA Reference Guide
VITROS 5,1 FS Chemistry System

C-1



Worksheet Key

User Defined Assays Main Screen

Parameter Default Ranges/Limits/Available
Options
Calibration Model Type Logit/Log4 Logit/Log4
Linear
Logit/Log5
Cubic Spline
Calibrator Bottles 1to6
Reagent Reps per Cal 1to 40

Edit Result Parameters Screen

Parameter Default Ranges/Limits/Available
Options

Units

Significant Digits 6 1to6

Precision Digits 3 Oto3

User Adjusted Slope 1.0 -999999000 to 999999000
0 isnot allowed

User Adjusted Intercept 0.0 -900000000 to 900000000

CuveTip Expiration Time 35 5 to 35 minutesin 5 minute
increments

Temperature Sensitive Disabled Disabled or Enabled

Reference Range 0 to 900000000 0 to 900000000

Supplemental Range 0 to 900000000 0 to 900000000

Reportable Range 0 to 10000 -900000000 to 900000000

Edit Result Additional Parameters Screen

Parameter

Default

Ranges/Limits/Available
Options

Initial Absorbance Limits

-0.200 to 2.700

-0.200 to 2.700

2 Point Rate, 2 Point with
Antigen Excess Rate Check,
End Point, Multi Point

Second Absorbance Limits

-0.200 to 2.700

-0.200 to 2.700

2 Point Rate, 2 Point with
Antigen Excess Rate Check

Blank Absorbance Limits

-0.200 to 2.700

-2.000to 2.700
End Point
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Worksheet Key

Edit Result Additional Parameters Screen

Parameter Default Ranges/Limits/Available
Options
Antigen Excess Factor 9.0000 0.0000 to 10.0000
2 Point Rate, 2 Point with
Antigen Excess Rate Check
Early Rate Read I ndex 1 1to3
2 Point with Antigen Excess
Rate Check
Antigen Excess Limit 9.0000 0.0000 to 10.0000
Multi Point
Nonlinearity Limit 0.1000 0.0000 to 1000.0000
Multi Point
Increasing Rate Flag Enabled Enabled or Disabled
Multi Point
Max Relative SD of Regression 100.000 0.00 to 100.0000
Multi Point
Minimum Read Points Allowed 3 2t012
Multi Point
Max SD of Regression Line 10.000 0to10
Multi Point

Edit Dilution Parameters Screen

Parameter

Default

Ranges/Limits/Available
Options

Diluent:

None

None
Saline
BSA
Water
Speciaty

Urine Electrolyte Diluent
(UED)

ApoDiluent
User Defined Diluents

Sandard Dilution Factor

1.0 (no dilution)

1.0, 1.3t0100.0in 0.1
increments

Reflex Dilution

Off

Off or On

Pub. No.: J33145EN
2013-12-01
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Worksheet Key

Edit Dilution Par ameters Screen

Parameter

Default

Ranges/Limits/Available
Options

Dilution Factor

1.0 (no dilution)

1.0t0100.0in 0.1 increments

Reduction Factor

1.0

0.1t01.0in 0.1 increments

Edit Calibration Parameters Screen

Parameter

Default

Ranges/Limitg/Available
Options

Dilution Factor 1.0 (no dilution) 1,1.3t0100

Calibrator Replicate Response Range | 0.20000 0to0.2

Kit Lot 1t0 99

Calibrator Value -900000000 to 900000000

Edit Calibration Additional Parameters Screen

Parameter Default Ranges/Limits/Available
Options

Monotinicity Increase Increase or Decrease
Max Response High 3.00 -1000 to 1000

Max Response L ow -3.00 -1000 to 1000

Min Response High 3.00 -1000 to 1000

Min Response L ow -3.00 -1000 to 1000

Cal Fit Goodness Limit 0.99 0.000 to 1.000

For Cal Model Types: Linear,
Logit/Log4, Logit/Log5

Edit Protocol Parameters Screen

Parameter Default Ranges/Limits/Available
Options

Protocol - Reagent (R1) Volume (uL) | 150.0 30.0t0 200.0

Protocol - Reagent (R1) Pack Name/ | Template dependent UDOL1 (A or B) toUD10 (A

Bottle or B)

Protocol - Reagent (R2) Volume (uL) | 10.0 9.0t0110.0

Protocol - Reagent (R2) Pack Name/ | Template dependent UDOL1 (A or B) to UD10 (A

Bottle or B)

Protocol - Sample Volume (uL) 5.0 2.0t060.0

Protocol - Incubation Time (seconds) | Template dependent Template dependent
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Worksheet Key

Edit Protocol Parameters Screen

Parameter

Default

Ranges/Limits/Available
Options

Protocol - Read Wavelength (nm)

340 for end point and rate
reads. 540 for blank reads.

None

Reagent L ot Information Screen

Parameter

Default

Ranges/Limits/Available
Options

On Board Sability (Days)

1to 99

Reagent L ot Number

Any Printable Character

Shelf Expiration Date

Edit Triple Read Parameters Screen

Parameter Default Ranges/Limits/Available
Options

Critical Concentration Reportable Midpoint between the -900000000 to 900000000

Concentration Reportable Range

Reportable Min Triple Read Limit Critical Concentration - 8% | >0 to 900000000

Critical Concentration Triple Read
Limit

8%

0.1 to 1000 percent in 0.1
increments

Reportable Max Triple Read Limit

8%

0.1 to 1000 percent in 0.1
increments
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Appendix D: Molar Extinction
Coefficient

UDA Molar Extinction Coefficient Guidelines
The Cal Model Type of Linear must be selected when first setting up the UDA.

UDA features that require input are:
» Reagent Lot information
* Result Parameters
* Protocol Parameters

NOTE: Cal Paramsdo not require inpuit.

1. After appropriate parameters have been entered, Touch Reagent Management
and load the UDA reagent pack.

NOTE: If noreagent isloaded for the assay, you cannot access the User Calibrate
screen.

2. On the Options and Configuration screen, touch Review/Edit Calibrations.

OPTIONS & CONFIGURATION - Review/Edit Calibrations

B e | csr [ whiicod | Page

172

[amar] [emed |o=me] [ueseed [isw]  [wweea]  [iceeal] |

[eacee] [weaed] |wmae] [werca] [wedosal [wreed [aeeswd  [agzecl|

[riel [won] (oo [fecal] [eeed [mind [eEead  (aBel]

lrepad [eawed [oawn] [wsstad (e [wirad [weked [ieame

[Te ) [T | e ] o] [Lee] [leacl] [eae [Lcal]

Selectod Aseay: MNone
Select an agsay and than select o proceas balm

<) ) B [ [ [?
Rl Fawiers Renagws Bewiaw  Wiew Lot Uear Halp

Ansmy Daka Cal Dafnitian Calbrations Swilches Calbrate

3. On the Review/Edit Calibrations screen, select the UDA assay then touch User
Calibrate.
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UDA Molar Extinction Coefficient Guidelines

OPTIONS & CONFIGURATION - User Calibrate

160uL - Semm
Faagent Let: | 1688700001 *
LISER: CAL BRATION INFORMATION
ntarcegt: ||
Sl opa: ]

Enter parameters to yser calbrabe

< ird

Fabumy Save Help
Canael

4. Select the Reagent Lot (Reagent pack lot number) from the drop down box.
5. Input the intercept and slope.

6. Touch the Save button to save your changes.

NOTE: Resultsreported will display a“UC” code notifying the user that the result
is based on a User Calibration.

1.Intercept = Response when distilled water is run as a sample.
Slope=(Sv* ME) / (Tv * 1000 mL/L* DIL)
Sv = Sample volume (mL)
ME = Molar Extinction coefficient in cm?/pmol
(example: NADH = 6.25 at 340nm)
Tv = Total reaction volume (mL) (sample + reagent)
DIL = Dilution factor of sample prior to being added to cuvette.

NOTE: Resultsfrom above calculations are either in pumol/min or pmol/L.
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