Unity Real Time® 2 Quick Guide B’OHAD

SP11.2

E dition

Unity Real Time" 2.0

Unity Real Time® 2.0 Quick Guide

This Quick Guide is derived from the comprehensive Unity Real Time® 2.0 Reference Guide. It is designed
to provide easy access to commonly used functions and workflows, not to replace the full guide. For
complete details and advanced features, refer to the full Reference Guide available through the Help

menu or via the link located at the bottom of the Unity Real Time® 2.0 application.



Unity Real Time® 2 Quick Guide
BIORAD

TABLE OF CONTENTS

INEFOAUCHION. ..ottt ettt e e ettt e e ettt e e et etna s e e taaa s e eteanae s e etaenaeeetaenaeseeteenaessereennnseernnnnnnne 5
How do 1108 in to Unity REal TIME® 2.0 .. ...ttt et e et e et e e et e et e etaaeeeannsenanneetnnaaasasesnnaerensaesnnsesnnsersnnasnnnns 6
AD NUMBETS.......e ettt e ettt e e ettt e e et etae e e e taen s e e teana s eetaenae e etaenneeeteenaessereennnseerennnnnne 7
Add Lab NUMDBET ...ttt e e e e e e e ettt tte e r e e e s e e e eeee et nennssa e e eeeeeeeneaensnnnaaes e seeeeeeeeennnnnnnnnns 7
Update Lab NUumber INfOrmation ............ooooiiiiiiiiii ettt e et e e e et e e e etanae e e eeeanaeeeeeeenaenns 7
How do 1add @ NEW 10t NUMDEI? ......coooe ettt e e e e e e e et ettt te e e e e e e eeeeeeeeeaena e e e e eeeeeeenenennnnannns 8
Add @ Bio-Rad LOt NUMDEE ......coiiiiiiiiiiiiiiiiiiii ettt ettt s s e e e e et e bt aa e s e e e eeeeeesannanaaens 8
Add @ NON-Bio-Rad LOt NUMDEN ..ottt e e ettt e e ettt e e e eean s e eeeenaseeeeanaeseenennns 9
How do | duplicate an existing LOt NUMDBEI? ...ttt et e et ee e et e e taeeetaeeaaneesnneeennaaesnnsannnneeen 10
Duplicate @ Bio-Rad LOt NUMDEN ........c..iiiiiiiiiiiiiiieiie ettt e et e ettt et e e eta e eeta s etanneatneseeanseasnssatnnssennnsesnnnessnneennnnns 10
Duplicate @ NON-Bio-Rad LOt NUMDBEN ..........cooiniii e e e et e et e e et e e et e st e eaaaeesannaerenaaasnnsssnnsessnnaasnnnns 11
Copy a Lot Number to other [ab NUMDBErS ............ ittt s e et e et s e eraaneeees 11
HOW dO 1 add @ NEW TS .....eiiiiiiiiiiiiiiieee e e ettt e e e e e e e et ettt et e e e e e e e eeeeeanaseesa e e eeeeeenenenensnnaaassseeeeeeeenenennnnnn 12
A TESES IMANUAILY .....oonniiiiiii et et e e ete e et e e et e e eata e e taaseetuaaasnnaasansatsnsaasensansnnsesnnsessnssesnnsersnneennns 12
Add Tests with a Code of “Other” if they are Nnotin test list ............ccooiniiiiiiiiiii e e e e e e e 13
HOW do 1 Set UPp WESEZArd RUIES? ..........uiiiiiiiiiiii ettt et e et e et e e et e eeta e eauaaeteaaasanarannsesnnaeasnsarennsensnaeesnnsesnnnenen 14
RUIE STABUS ..ottt ettt e e e et e e e et eaa e e e et eaa e s eetaan s e e taan s eetaanee s eetanaessaetnnnasseennnnnnseennen 15
SEIECE SPC RUIES...... ..ottt ettt e s e et e e ettt e e na e e e e e e eeeetenenessssaeaeseeeeeeeeeenenssnnanenssseeeeanens 15
How do I set Up target MEans @nd SD?...... .ottt ettt e e ettt e e e teaae s e e teaae s eetaana s eetaaneeseetasnaeseetnnnanseerennnns 16
Set a FIXed MEan and/Or FIXEA SD..........ouuuuiiiiiie ettt e e e et e e et aae e e e e aaa e e s saaas e eeesaaaseeesssannssesannneees 16
Use Floating Statistics 10 Set @ FIXEA IMIEAN ........couuiiiii it ee e et e etae e et e eeta e e eaaeeetaseanansensnsessnnaannnnns 17
Use Floating Statistics to Set a Fixed Mean and/or FIXed SD/CV ...........oeiiiiiiiieeeeiiiieeeeeiiieeeeeetiieeeeeetteeeesesteeeesessnaeesseses 18
How do | perform a Bench Review Or SUPEIrVISOr REVIEW? .........ccouuiiiiiiiiiiiiiiieeitiieetteeetiaeeetiseraeeeetaeesanseranneersnsessnnsesnnseees 19
Perform a Bench Review Or SUPEIrVISOr REVIEW ...........ccoiiiuuiiiiiiiiiieiiiie ettt s eteeee s e e taeee s eetaaneseetaaneeenees 19
Review Levey-Jennings chart from reVIEW SCIEENS ............iiiiiiiiiiiii et e et e tee e et e e et e st e ereaeeeaaneernneeesneeannnns 20
View the Data ENtry SCre@n frOmM FEVIEW ...........oiiiiimiiiiiiiiiiie ettt ettt e ettt s e e teeae s e eteene s eetaane s eetanneeseerannaeseennen 20
Manually Accept or Reject Data iNn the REVIEW .............oiiiiiiiii et e et e et e et e e st e e et e esaaesaneessaaannnnns 21
Create the Data REVIEW REPOIT......c...iiiiiiiii ittt ettt e et ettt e e et e e et s e et e ettaeaaaassaasnaasnsaasnnsasnnssesnssesnnsessnneennns 21
How do | add Actions and Comments by INSErUMENT? ... e et e et e e et e e et e e st e eeanaesannesannnanes 22
Add an action and/or comment by INSTFUMENT ............ouviiiiiiiiiii e eeeeeeeeeeeeeeesea b eeeeeeeeeseessesnnnes 22
How do | add, edit and delete Unity Real TIME® 2.0 USEI? .......ccuuuuiiiiiiiiieeiiiiiiieeeeieeieeseetttiseeetetnesseeeeaneseseesnsseesesnnsseessnnnns 23
1Yo [ T T TP P PPPPPPPPRPRRRN 23
[ [T VLT PP PPPPP R PPPPPIN 24
DIEEE @ USEI ... ..ttt ettt e e et e e ettt ettt e e e e e e e e et et taeeee s e e e e e e e e eeteaanessa s e e e e e e et et e e e e e nn e e e e e e eeeeeenenrnnan 24
ASSIZN Lab NUMBEIS 0 USEIS.......iiiiiiiiiiiiiiiii ittt ettt e ette ettt ettt ettt e etaaeetuasaassnsaannssassseasnnsansnnsessnseesnssessnsersnneesnns 24
Assign Group Reagent Calibrator columns to @ user or all USErsS ..........c..coiiiiiiiiiiiiiiiiiiiie et eeee e eeaeeeenes 25
U Y=Y g =Y 1] o] =] Y RSO PRRPRRPRRRt 26
(=Y [=To1 e Ty i [ - TSP PPP PR OPPTPRRO 27
Viewing the Rejection Log from Unity REal TimMe........cc.uiiiiiiiiiiiiiiiiii ettt e et e et s e eeae e eeaeeaeaes 27



Unity Real Time® 2 Quick Guide B’O'RAD

Deleting the REJECTION LOG......c.uiiiiiiiiiiiiiiee ettt eteeeeie ettt e et e e et e e et e eaaeeaanseaaanaaanseassnsessnssssnsssesnseessnsessnnsesnneennnes 27
REJECHION LOG IMIESSABES ....eunivniiniiiiiiiiiietietteete et e eteeteeetaeeeaasensaessanssressansssnssensssnsssnssessssnssessesnsennsrnnsenssenesensennsssnssnnns 28
Data ANAlYSiS GRIt mmBaSICS ... .ceeeuuiiriiiinie ettt ettt e ettt e e ettt e e ettt s eettenae s eetaenaeseetaenaeseetaanaseetennnneetesnasseenesnanseerennnns 29
Examples of Comparisons with the Data Analysis Grid ..............ooiiiiiiiiiiii e e e e e e e rte e e s e saaanas 29
VieW the Data ANalYSis Grid .........co.iiiiiiiiiiiiiiie ettt e et e ettt e e tteeetaseatansaaaeaasnsaanansaasnnsarnnsessnnsessnssesnseesnns 29
EXport the Data ANalysis Grid ..........cooniiiiiiiiii it e e e et et e e e et e et st saasstnssansannsrnesanasenssensesnsssnssnnns 29
o T 1T T TR 1] o] o Yo L AR 31



Unity Real Time® 2 Quick Guide
BIO RAD

This page is intentionally blank.



Unity Real Time® 2 Quick Guide BIO'RAD

INTRODUCTION

Unity Real Time® 2.0 is Bio-Rad’s advanced solution for managing quality control (QC) data in the laboratory. The
system works in tandem with UnityConnect™, Bio-Rad’s connectivity platform, which enables seamless integration
between your laboratory instruments and Unity Real Time® 2.0. UnityConnect™ includes both software and
hardware components that capture QC data directly from your instruments and transfer it into the QC management
system.

URT 2.0 Client PC

URT 2.0 Client PC

URT 2.0 Client PC

UnityConnect URT 2.0

Database
|

A typical UnityConnect™ implementation uses a dedicated hardware interface to link laboratory instruments with
the Laboratory Information System (LIS). This hardware intercepts instrument output at the communication layer,
ensuring data capture without altering or delaying the normal LIS workflow. UnityConnect™ software then parses
the raw instrument data, extracts quality control (QC) information, and applies standardized mapping rules to
convert it into a format compatible with Unity Real Time® 2.0. This process includes validation checks, error
handling, and secure transmission protocols to maintain data integrity. By automating QC data import,
UnityConnect™ eliminates manual transcription, reduces human error, and ensures compliance with laboratory
quality standards.
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HOW DO | LOG IN TO UNITY REAL TIME® 2.0?

1. Double-click the Unity Real Time®icon on your computer desktop.
.
2. The Login dialog box appears.
e Select the database you wish to log in to from the Database drop-down list

e Select your username in the User drop-down list
e Enter your password

3. Click OK to launch Unity Real Time® and accept the license agreement.

s T ™

Login

Server:

I(Iocal) Change... |

Database:
|BIORAD_URT2 |

User:
I"'Login ID** L]
Password:

[

Your license will expire on 30 September, 2018.

| 0K I Cancel

[ By logaging in, you agree to the Unity Real Time software license
contained in the user guide.

Unity Real Time accounts are kept within the database and has no external connections.



Unity Real Time ~ ° 2 Quick Guide BIO RAD

LAB NUMBERS

A Bio-Rad Unity Real Time® lab number is a unique six-digit identifier assigned to each laboratory within the
Unity Real Time system. It serves as the primary reference for linking your lab’s data, configurations, and
participation in Bio-Rad’s quality control programs.

If you need to request new lab numbers, please reach out to Bio-Rad software support at
techsupport.anzcdg@bio-rad.com.

ADD LAB NUMBER

1. Use one of the following methods to open the Lab dialog box:

e Click Lab on the toolbar. File Select View Review Analysis
o C(lick the Select menu and then click Lab. & % N T
e Press ALT+F3 on the keyboard. Lab Lot Test Panel
2. Click Clear to clear the existing information from the fields.
3. Type the six-digit lab number provided by Bio-Rad in the Lab number field.
4. Type the additional information for the lab number.
5. Click Add.
e The lab number appears in the Open labs list.
6. Click Close to close the Lab dialog box.
UPDATE LAB NUMBER INFORMATION
1. Use one of the following methods to open the Lab dialog box:
e Click Lab on the toolbar. File Select View Review Analysis
e C(Click the Select menu and then click Lab. 9 @ N i
- v bl |
e Press ALT+F3 on the keyboard. Lab Lot Test Pl

Select the lab number in the Open labs list you want to update.

Type the necessary changes.

Click Update.

Click Close to close the Lab dialog box or Lot to go to the Lot dialog box

vk wnN

Note: An asterisk (*) identifies required fields.
You must have the Manage labs/lots/tests permission to use this function.
You can change and update any information except for the lab number.

You cannot update a closed lab number; you must first open it.

|_| Note: The details in the lab number are important because they are used to contact labs when the
=1 need arises. Please fill in all required fields especially the address and email with a contact who
administers Unity Real Time.
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HOW DO | ADD A NEW LOT NUMBER?

Lot Numbers

Unity Real Time® uses Bio-Rad and non-Bio-Rad lots. However, Unity™ Interlaboratory Reports are available only
for Bio-Rad control products.

Bio-Rad master lot numbers consist of five digits ending in zero. The lot number for Bio-Rad control products is
located on the outside of the control product box, on the control product label, and in the package insert. The
final zero of the master lot number is changed to a number to identify each individual control level (for example, 1,
2, or 3 designating level 1, level 2, or level 3). Data can be entered on nine levels of control. However, only four
levels can be viewed and selected for test evaluation at a time.

ADD A BIO-RAD LOT NUMBER

You must have the Manage labs/lots/tests permission to use this function.

1. Use one of the following methods to open the Lot dialog box:
e Click Lot on the toolbar.
e C(lick the Select menu and then click Lot.
e Press CTRL+F3 on the keyboard.
2. Select the Bio-Rad control from the Control name list.
Select the master lot number for the control from the Lot number list.
4. Click Add.
e The new lot number appears at the bottom of the Open lots list.

w

Repeat steps 2—4 to add additional lots.

Click Close to close the Lot dialog box or Test to go to Test dialog box

Lab number:
Description: |

Lotinformation

Control name: Lot number: F

| |s7470 x

Open lots

Lot | Control name | Add

Duplicate
Close Lot
Rules/Settings...
Edit
Copy

Closedlots

Lot Control name |

et |
b |
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ADD A NON-BIO-RAD LOT NUMBER

You can use Unity Real Time® for performance tracking of non-Bio-Rad control products. All Unity Real Time®
reports and charts are available. However, Unity™ Interlaboratory Reports are NOT available for non-Bio-Rad
control products.

Non-Bio-Rad lot numbers can contain up to 15 characters consisting of numbers, letters, and symbols. You cannot
assign a Bio-Rad lot number to a non-Bio-Rad control.

e Do not create lot numbers starting with a Zero 0.
= e Always add more levels than you need because they cannot be added later

You must have the Manage labs/lots/tests permission to use this function.

1. Use one of the following methods to open the Lot dialog box:

e Click Test on the toolbar. File Select View Review Analysis
e Click the Select menu and then click Lot. A N Wi
e Press CTRL+F3 on the keyboard. Lab Test Panel
2. Select Other from the Control name list.
Click Add

e The Add Non-Bio-Rad Control dialog box appears.

Type a name for the control in the Control name field.

Type the lot number in the Master lot number field.

Type the manufacturer name in the Manufacturer field.

Select the matrix from the Matrix list.

Enter the number of levels for the control in the Levels field.

e Note: Data can be entered on nine levels of control. However, only four levels can be viewed and selected
for test evaluation at a time.

9. Click the arrow in the Expiration date field and select an expiration date for the lot from the calendar.

10. Click OK.
e The lot number appears the bottom of the Open lots list.

11. Click Close to close the Lot dialog box or Test to go to Test dialog box

© N U A

Lab number: 648733 |
Description: AUS800_1 |

Lotinformation

Control name: Lot number:

Other jj [ =l ‘

| —openlots
Control name: . !
|| Duplicate |
|
——— Duplicate Across Products ‘
| Close Lot |
Manufacturer:
| Rules/Settings..
Edit ‘
Matrix: |
[Aquecus [Bload Gas] | Cony |
| Levels: E
dr = 13
Expiration date:
[30/11/2026 ~| |
Open Lot
oK Cancel Delete
EER] unine Cremistry. SLUS[20ZT
Ra15A I rins Chamistry NinAIN
Test. | close Hep |
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HOW DO | DUPLICATE AN EXISTING LOT NUMBER?

Duplicating a lot is helpful when switching to a new control material lot number. Bio-Rad and non -Bio-Rad open
lot numbers can be duplicated. The new lot number is set up the same as the old lot number when duplicating.
However, the new lot number does not contain any QC data.

Items Automatically Duplicated
Unity Real Time® automatically duplicates the following when you duplicate a lot:

e Open tests within the lot (closed tests are not duplicated)
e Test settings (levels in use, decimal places, etc.)
e Rule selections for SPC rules and analytical goals

Optional Items When Duplicating
You can choose to duplicate the following optional items, if applicable:

e Fixed means
e Fixed SDs
e Target values for analytical goals

DUPLICATE A BIO-RAD LOT NUMBER

1. Use one of the following methods to open the Lot dialog box: File
e Click Lot on the toolbar. = :
e Click the Select menu and then click Lot. . E N
Press CTRL+F3 on the keyboard. L — s
Select the lot number in the Open lots list you want to duplicate.

Click Duplicate.

The Duplicate Lot dialog box appears and shows the current lot number at the top.

Select the new lot number from the New lot number list.

Select the check box for each lab you want the lot duplicated to.

Select the appropriate check box for each item you want to duplicate, if applicable:

e Fixed means

e Fixed SDs

e Target values for Analytical Goals 7 Click OK.

Select View Review Analysis

oo
Panel

PN R~ WN

9. The new lot number appears below the previous lot number in the Open lots list.
10. Repeat steps 2—7 as needed to duplicate other lot numbers.
11. Click Close to close the Lot dialog box.

10
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DUPLICATE A NON-BIO-RAD LOT NUMBER

1. Use one of the following methods to open the Lot dialog box: T ——
e Click Lot on the toolbar. " - =
e Click the Select menu and then click Lot. o B N ot
e  Press CTRL+F3 on the keyboard. = = Lot pene
2. Select the lot number in the Open lots list you want to duplicate.
3. Click Duplicate.
4. Type the new lot number in the Master lot number field.
5. Click the arrow in the Expiration date field and select an expiration date from the calendar.
6. Select the appropriate check box for each item to duplicate, if applicable:
e Fixed means
e Fixed SDs
e Target values for Analytical Goals
7. Click OK.
e The new lot number appears at the bottom of the Open lots list.
e Repeat steps 2—7 to duplicate the lot number for all lab numbers as needed.
8. Click Close to close the Lot dialog box.
COPY A LOT NUMBER TO OTHER LAB NUMBERS
1. Use one of the following methods to open the Lot dialog box:
e Click Lot on the toolbar. File Select View Review Analysis
o C(Click the Select menu and then click Lot. ; =
e Press CTRL+F3 on the keyboard. i %t] TJ:;t P;:i‘el
2. Select the lot number in the Open lots list you want to copy.
3. Click Copy.
4. The Copy Lot dialog box appears.
5. Select the lab number you want to copy the lot to.
6. Select the appropriate check box for each item to copy, if applicable:
e Fixed means
e Fixed SDs
e Target values for Analytical Goals
7. Click OK.
e Repeat steps 2—6 as needed to copy additional lot numbers.
8. Click Close to close the Lot dialog box.

11
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HOW DO | ADD A NEW TEST?

Unity Real Time® defines tests using six parameters. In combination with the lab number and lot numbers, these
parameters uniquely identify your QC data in the Unity™ Interlaboratory Program.
The six test parameters are:

e Analyte

e Instrument/Kit

e Reagent type

e Method

e Unit of measure

e Temperature

You must have the Manage labs/lots/tests permission to use this function.

ADD TESTS MANUALLY
1. Select the lotin the Lab navigation tree you want to add a test to.
2. Use one of the following methods to open the Test dialog box:

) File Select View Review Analysis
e C(Click Test on the toolbar.

= = S XE
: : : a B N T
e C(lick the Select menu, point to Test, and then click Test. Lab Lot Test Dot

e Press F3 on the keyboard.

3. Select an option to display the list of valid analytes for the lot:
e Complete list Contains all analytes for the lot available in the code list.
e Filtered list Contains a list of the most common analytes for the lot.

4. Select the analyte from the Analyte list.
Select the instrument/kit from the Instrument/Kit list.
Select the Reagent type:

e Dedicated reagent or kit. Select if the reagent manufacturer and the instrument/kit manufacturer are
the same.

e Alternate formulation/standardization

e Alternate calibration Select this option when the QC data is mathematically altered to simulate
results obtained on another instrument or at another temperature.

e More reagents

1 The Alternate formulation/standardization option is not commonly used. Do not use this option unless
instructed by Bio-Rad QC Program Representative. Select this option when using a reagent that is not
supplied by the instrument manufacturer. Select More reagents and then select the reagent from the
list. Select Other if the reagent does not appear in the list.

7. VITROS® instruments only: Enter the VITROS® slide generation number in the VITROS slide generation
number field.

8. Select the method for the test from the Method list. Selective Qualitative if the test is qualitative (for
example, dipstick urinalysis tests).

9. Select the unit of measure from the Unit of measure list.
10. Select the temperature from the Temperature list.
11. Click Add.

12
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ADD TESTS WITH A CODE OF “OTHER” IF THEY ARE NOT IN TEST LIST

= Unity™ Interlaboratory Reports are not available for tests using a test code of Other. Bio-Rad recommends
I-—_ using Other only on a temporary basis until the appropriate analyte is added to the code list. Contact your
Bio-Rad QC Program Representative to have codes added to the code list.

1. i L igati . : y ’ .
Select a lot in the Lab navigation tree T ———

- % '\% BT’

e Click Test on the toolbar. Lab Lot Test Panel

2. Use one of the following methods to open the Test dialog box:

e Click the Select menu, point to Test, and then click Test.
e Press F3 on the keyboard.

3. Select the test parameter from each of the respective lists in the Test information section or select Other for
any code that does not appear.

4. Click Add.
e The Other dialog box appears.
Enter the information as needed for the “other” description.
Click OK.

e The new test appears at the bottom of the Open tests list.

Note: When configuring tests in Unity Real Time® using the “Other” option for all fields, additional tests not listed in
the standard code list can be created by using the Reagent field.

1. Select Reagent Type
Click on the Reagent field and search for “Number” in the code list.

2. Choose a Numbered Reagent
From the list (e.g., Number 00, Number 1, Number 100), select an available reagent number.

3. Build Additional Test Configurations
Use the selected reagent number to create new test configurations that are not included in the predefined
code list.

IMPORTANT:
Each test must have a unique configuration. No two tests can be created using the same reagent configuration.

VITROS slide generation

Reagent:

Sekisui Pureauto

Sekisui Pureauto 5 UMM, |
Sekisui Qualigent |num|:-er
Sekisui 5 CRE-M/CRE-L/CR
Sekisui UA, REF 30183003
Sekisui UN/UN-M/UN-L, RE

L MNumber 1
Sensititre Gram POS, REF Number 10

Zantinel ACF Limid oEF 11 | Mumber 100
MNumber 101

MNumber 102

Search code list

Reagent:

13
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HOW DO | SET UP WESTGARD RULES?

Unity Real Time® 2.0 provides statistical process control (SPC) rules and analytical goals to monitor test
performance. Unity Real Time® 2.0 evaluates data points against the active SPC rules to determine whether to
accept or reject the data. The software provides 17 different SPC rules, each of which can be set to Reject, Warn, or
Off.

Many laboratories perform statistical analysis using tools such as OPSpecs Charts, critical-error graphs, and power
function curves as described in numerous publications. The optional Westgard Advisor™ automates statistical
analysis and suggests rules based on a selected performance goal, historical data, and Unity™ Interlaboratory
Program consensus group information.

Notes About Rule Evaluation

e Unity Real Time® rejects the entire row if any data within a run violates a SPC rule with a status of Reject.
e Unity Real Time® excludes rejected data rows when evaluating rules between runs.

For example, a test is being evaluated using the 1-3s and 2-2s rules and both rules are set to Reject. If run four
violates the 1-3s rule and run five violates the 1-2s rule, the second run is not rejected as violating the 2-2s rule.

! Lab 966622, Lot RO068
Glucose, Radi ter ABL 90, I/L
[ [~ SPC Rules ~Rule application
| Rules Status Reject Warn off (o
1-2s ! ¢ " & £
! 1-2.55 b4 @« & & 1
1-3s ® o & & ’ :
[ 1-3.55 v O c @ 2 125
i <
1-4s v & ' & oy X —@ 'y |
| 1-5s v & S
2-2s & i g3 i
232 | o s @ t
R-4s X « c c 1-2s: This is a warning rule which is violated
= when a single control observation is outside the
ﬁ v & & 9 %25 limit. If one control measurement exceeds
4-1s c c & the mean = 2 standard deviations, you should
4‘ v 2 evaluate other controls in the run (within
7-T cC I C control material) and in previous runs (across
¢ control material) before accepting the run and
7-x v & ' & iy reporting the results.
8-x v r @
Disable SPC Rules I
9-x v O r @
10-x v c - & Set as default SPC rules I
12-x v O r @
oK I Cancel Apply ] Apply to all lab numbers

14
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RULE STATUS

You can set SPC rules to any of the following status:

Reject

Unity Real Time® rejects data violating the SPC rule and excludes it from the summary statistic calculations. The rule
violated appears in the Rules column on the Single Tests Data Entry dialog boxes and on interlaboratory charts and
reports.

Warn

Unity Real Time® accepts data violating the SPC rule. The rule violated appears in the Rules column on the Single
Tests Data Entry dialog boxes and on intralaboratory charts and reports.

Off

Unity Real Time® ignores the rule when evaluating data points

SELECT SPC RULES

Unity Real Time® applies a default set of SPC rules based on the number of levels available for the control product
being used when a test is created. However, best practices recommend selecting SPC rules for each test based on its
quality requirements.

You can select SPC rules at the test level and/or the lot level. However, Bio-Rad strongly recommends selecting SPC
rules for each individual test. Using the optional Westgard Advisor™ is the best method for selecting and applying
SPC rules.

Important: Best practices require laboratories to select rules on a test-by-test basis.

Tip: You can click a rules button [t2 1to view information about the rule.
Click the Within control material or Across control material option to view the applicable information if the
application of the rule is within or across control materials.

Select SPC Rules at the Test Level

1. Selecta testin the Lab, Panel, or Instrument navigation tree.

—_—

| ¥
2. Click <Rl on the toolbar.
3. Select an option (Reject, Warn, or Off) for each SPC rule.

The status of each rule is indicated in the Status column using the following symbols:
e XReject !Warn ¥ Off
4. Click Apply to all lab numbers if you want to apply the rules to the same test in other lab number(s)
Click OK.

The following message appears:
Best practices in process control require laboratories to establish quality specifications and set appropriate process

control rules (Westgard Rules) to meet those specifications for each test. In keeping with good laboratory practice,
Bio-Rad recommends that, where appropriate, process control rules should be set on a test-by-test basis. Do you
want to apply these SPC rules to all tests within the current lab and lot?

5. Click Yes.

Note: For a summary of the SPC rules and further information on SPC rules see the reference Guide.
= When you have no Evaluation mean / SD the SPC rules will use the floating Mean / SD.

15
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HOW DO | SET UP TARGET MEANS AND SD?

Unity Real Time® begins SPC rule evaluation immediately if using both a fixed mean and a fixed SD, even if the test
does not have the specified number of points before rule evaluation begins (the default is twenty). Unity Real Time®
uses the floating mean and/or floating SD when a fixed mean or fixed SD is not specified.

Note:
% For The fixed mean and fixed SD are independent of each other. Fixed statistics do not have to be used
for all levels. You can set a fixed mean without a fixed SD and vice versa.

SET A FIXED MEAN AND/OR FIXED SD

1. Select alot or test in the Lab navigation tree.
2. Do not double-click the test to open the Single Test Data Entry screen, otherwise you will not be able to edit
the Evaluation Mean/SD.

3. Click &@=2t-l onthe toolbar
e The Evaluation Mean/SD dialog box appears
4. Select the lab number from the Lab list.

Evaluation Mean/SD

Lab: [ Cobas 8000 ~] Lot:  [40410: Immunoassay Plus =]
Display ~ ™ Method I Instrument I~ Reagent I~ Unit I™ Temperature
1 = Apply to multiple Lab numbers
Fixed mean and SD | Float mean and SD | Expected Response |

| revert | | | | Lever2 | | | | rever3 | | I

i i Mean SD o Mean SD v _| Mean SD o

Insulin 17.56 0.88 5.00 vl 61.04 3.05 5.00 vl 219.0 11.0 5.00 v
PTH, Intact 1.85 0.13 7.00 vl | 10.70 0.54 5.00 vl 30.10 1.51 5.00 !
Androstenedione 2.10 0.11 5.00 v 426 0.21 5.00 vl 7.65 0.38 5.00 v
You can use your current floating statistics to set your fixed mean and SD.

I Use floating statistics to setnew fixed mean and SD:

[Last 30 days =]

To: :a 0 B oK | [ cancal | Apply | Help
5. Select the lot number from the Lot list

6. Select from display check box for the information you want to appear in analyte column:

e Method

e |nstrument
e Reagent

e Unit

e Temperature
7. Click in the Mean field and type the mean for the test.
8. Clickin the SD field and type the fixed SD for the test.
9. Repeat steps 6 to 7 for each test as needed.
10. Click Apply.
11. Click OK to close the Evaluation Mean/SD dialog box.
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USE FLOATING STATISTICS TO SET A FIXED MEAN

B Note: If you cannot edit mean data, close the Evaluation Mean/SD dialog box, close the Single Test
= Data Entry, then re-open the Evaluation Mean/SD dialog box.

1. Select alot or test in the Lab navigation tree.
=
2. Click leawt..| on the toolbar.
e The Evaluation Mean/SD dialog box appears.
3. Select the lab number from the Lab list.
4. Select the lot number from the Lot list

5. Select each check box for the information you want to appear in the grid:

e Method

e Instrument
e Reagent

e Unit

e Temperature

N

Select the Use floating statistics check box to use your current floating statistics to set the fixed mean and SD.

~

Select the range for the floating statistics from the list:

e Last 30 days
e Last 6 months
e Cumulative

e Daterange

The Fixed mean and Fixed SD fields automatically fill in based on the range you select.
8. Select the From date and the To date if you selected the Date range option in step 7.

9. Use the check marks to remove any mean, SD or CV that you do not want to set as fixed.
e The software will keep the current values in place.

10. Click Apply.
11. Click OK.

E/ Note: If you cannot edit mean data, close the Evaluation Mean/SD dialog box, close the Single Test
= Data Entry, then re-open the Evaluation Mean/SD dialog box.
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USE FLOATING STATISTICS TO SET A FIXED MEAN AND/OR FIXED SD/CV
1. Select a lot or test in the Lab navigation tree.

=
sD
Evaluat...

2. Click ! on the toolbar.
e The Evaluation Mean/SD dialog box appears.

Evaluation Mean/SD

Lab: | Cobas 8000 L] Lot: |40410: Immunoassay Plus Ll

Display v Anaiyt [~ Method [ Instrument [ Reagent ™ Unit ™ Temperature

Fixed mean and SD  Float mean and SD | Expected Response ]

] [ Lavel 1 [ \ Level2 | ‘ Level3 | ] | Set New Start Date & Time?
S R R R e A PoRRay: | Bedn SD Mean SD Mean SD
Insulin 20 17.55 0.49 61.00 1.50 217.5 5.2
PTH, Intact 20 1.79 0.10 10.37 0.60 29.63 1.23
Androstenedione 20 2.32 0.13 4.62 0.21 8.20 0.38

1This option defines the number of points before rule evaluation is initiated when using afloating mean and standard deviation.
2 This option enables youto define a new start date foryour floating mean and standard deviation. The default if this optionis not selected is the cumulative statistics.

Please note that any fixed mean/SD takes precedence over the float mean/SD.

0K | Cancel I Apply Help

Click the Float Mean and SD tab.

3. Select the lab number from the Lab list.
4. Select the lot number from the Lot list

5. Select each check box for the information you want to appear in the grid:

e Method

e Instrument
e Reagent

e Unit

e Temperature

6. Click in the Points field and type the number of data points that must be entered before rule evaluation begins
when using floating statistics.

7. Select the check box located to the left of the Set New Start Date and Time column.

e Thefield fills in with the current date and time if no data has been entered for the test
e The field fills in with the date and time data was first entered if data has been entered for the test

8. Click in the Set New Start Date and Time field and edit the date and time you want to start calculating the
floating statistics. The date and time cannot be later than the current date and time.

_| Note: Twenty data points is generally considered the minimum for statistical significance and,
= therefore, is the default number used in the software
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HOW DO | PERFORM A BENCH REVIEW OR SUPERVISOR REVIEW?

Regulatory agencies require the documentation of QC data review. The Bench Review and Supervisor Review
simplifies this process and provides and electronic trail of the review at two levels.

Bench Review

The laboratory personnel performing the testing reviews QC results and documents any QC corrective actions
or comments

Supervisor Review

Supervisory personnel retrospectively evaluate QC results and monitor lab performance

Unity Real Time® documents the Bench Review and Supervisor Review using the Data Review Report which can be
printed or saved to a file.

PERFORM A BENCH REVIEW OR SUPERVISOR REVIEW
X ‘

Bench ...

i}
Select a Data Set for Review Supervi...

1. Click the Review menu and then click Bench Review or Supervisor Review or the toolbar
2. Click the appropriate button according to how you want to perform the review:

e lab
e Panel
e |nstrument

3. Select an option for the data to review:

All Data
Selected by default. Bench Review and Supervisor Review display all data, regardless of whether any active rules
were violated.

Include Rule Violations or Data with Actions or Comments
Bench Review and Supervisor Review display:

e Data points violating a rule with a Reject or Warn status
e Data points with no rule violations but with associated actions or comments

Include Only Rule Violations
Bench Review and Supervisor Review display only data points violating a rule with a Reject or Warn status.

Include Only AG Violations
Bench Review and Supervisor Review display only data points violating Analytical Goals rules.

Data violating a rule with a status of “Reject” is highlighted in red.

Data violating a rule with a status of “Warn” is highlighted in yellow.

_1 Note: Data not violating a SPC rule but within the same run as a data point violating a SPC rule with a
= status of “Reject” or “Warn” is included so you can see the full run with all of the levels.
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4. If reviewing by Lab:

—_

eselect the lab number from the Lab number drop-down list or select (All)
eselect the lot number from the Lot number drop-down list or select (All)
eselect the instrument from the Instrument drop-down list or select (All)
eselect the Analyte from the Analyte drop-down list or select (All)

Data Review

=~ & all data Lab number: [ 648867: DXC700_2 |
" Include ruleviolations or datawith Action or Comments Lot numher:|?491[}l: Pediatric j
I Panel
d o Instrument: | Beckman Coulter DxC 700 AU/DXC700_2[648867] & |
" Include only rule violations
= Instrument Analyte: | Bilirubin, Direct/BC (DBIL) =
" Include only AG violations
[ Reviewed ¥ Refreshevery |10 E': seconds

Reviewed |LotNumber |Controlname |Analyte Date/Time Level |Value z Rules Status | By | Action | Comment |Reviewed By Date
13 - 74910 Pediatric Bilirubin, Direct/BC 12112025 5:05:55 PM 2 147.10 -0.1 [v Accept =

5. If reviewing by Panel, select the panel from the Panel list or select (All).
6. If reviewing by Instrument, select the instrument from the Instrument list or select (All).
7. The Bench Review and Supervisor Review shows the following information:

e Datain the selected data set includes any items selected in the Show Data Review Columns dialog box

e Data violating a rule with a status of Reject is highlighted red

e Data violating a rule with a status of Warn is highlighted yellow

e Data not violating a rule but within the same run as a data point violating a rule with a status of Reject
or Warn is highlighted white

eNon-suspect data or accepted runs are highlighted in white

B Important: Do not select “All” for the fields if you plan to leave the review screen open. When results
= are displayed in your review, they are locked in the database.

This lock remains until you either close the review screen or complete the review.

While locked, those results will not appear on another user’s review list.

REVIEW LEVEY-JENNINGS CHART FROM REVIEW SCREENS
You can choose to review the data using a Levey-Jennings Chart and the Data Entry dialog box in addition to the

Bench Review or Supervisor Review grid. View a Levey-Jennings Chart

1. From the Review grid, click Go to Chart.
2. Investigate the suspect QC data. Position the mouse over the QC data points to view the details.
3. Click x in the upper right corner to close the Levey-Jennings Chart and return to the review grid.

VIEW THE DATA ENTRY SCREEN FROM REVIEW
1. Click Go to Data Entry to open the Data Entry dialog box for the test.

Go to Data Entry | Go to Chart | |

From here you can

e Click an arrow in the Y/N column to manually change the accept/reject the status of a data point
e C(lick the Action column to add an action to a row of data or to view existing actions.
o C(Click the Comment column to add a comment to a row of data or to view existing comments.

2. Click x in the upper right corner to close the Data Entry screen and return to the review grid.
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MANUALLY ACCEPT OR REJECT DATA IN THE REVIEW
You can manually accept or reject data in the Bench Review and Supervisor Review. Select and clear

the check box in the Status column to switch between accepting and rejecting the data.
Add an Action or comment in the Review

All data violating a rule with a status of Reject should have an appropriate corrective action documented.

1. Click in the Action column for the QC data you want to add an action to.
2. The action box will allow you to select actions from a list.
3. Select an action and click Apply.

All data violating a rule with a status of Reject should have an appropriate comment documented.

1. Click in the Comment column for the QC data you want to add a comment to.
2. The Comment box will display existing comments and all you to free text your comment

3. Type the comment in the New Comment field and click OK.
Comment ]

Lab: Endocrinology
Lot: 60200 Spedialty Immunoassay
Test: PTH, Intact, Chemiuminescence, Siemens IMMULITE/1000, Dedicated Reagent, pmol/L, No Temperature

Existing comment:

New comment:

0K Cancel

Document the Review
1. Select the All-data option.

2. Use one of the following methods to indicate review of the data:

e Select the Reviewed check box to indicate a review of all data points on the page
e Click the individual check box in the Reviewed column to the left of the test to indicate review of the
datain the row

You cannot save the review until you have indicated review of all data
4. Click Save.
CREATE THE DATA REVIEW REPORT
The Data Review Report documents the review of point data from the Bench and Supervisor Review.
Perform a Bench Review or Supervisor Review.
Click the Reports menu and then click Data Review.
Click the arrow in the From field and select the beginning date for the report.
Click the arrow in the To field and select an ending date for the report.
For Panels, select the panel name from the Panel list or select All Panels.
For Instruments, select the instrument name from the Instrument list or select All Instruments.

Select the lab number from the Lab list or select All Labs.

Sl AU o

Select the lot number from the Lot list or select All Lots.

9. Select the instrument from the Instrument list or select All Instruments.
10. Click OK. The report opens as a PDF document.

11. Print or save the report as required.

12. Click | *!in the upper right corner to close the report.
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HOW DO | ADD ACTIONS AND COMMENTS BY INSTRUMENT?

You can simplify the documentation procedure by adding an action or comment one time and applying it to all tests
performed on an instrument. This saves time by documenting actions such as instrument maintenance and
calibration which apply to all tests performed on an instrument.

You can apply actions and comments by instrument to:

e Instrument — applies the action/comment to all tests, including all lab and lot numbers, performed on the
instrument

e Lab number — applies the action/comment to all tests performed on the selected instrument/lab number
combination

e Lot number — applies the action/comment to all tests performed on the selected instrument/lab
number/lot number combination

ADD AN ACTION AND/OR COMMENT BY INSTRUMENT

5. Click the Tools menu, point to Action and Comments, and then click Actions/Comments by Instrument. The
Action and Comment by Instrument dialog box appears.

Select the check box to add action and/or comment.
Click in the blank field and type the comment.
To add an action click Add.., select the action/s, apply and close 5. Click the arrow in the Start date field and
select the beginning date.
9. Click the arrow in the End date field to select an ending date.
10. Select the instrument, lab number, or lot number in the Scope tree:

e Click + (plus sign) to the left of the instrument to view the labs
e Click + (plus sign) to the left of the lab number to view the lots

11. Click OK

Action and Comment by Instrument

v Action: Add... [ Comment:

Reagent: changed (sa - 24/11/2025 3:18: 13 PM)

Start date: End date:
24/11/2025 12:00 AM | |24/11/2025 11:50PM -l

Scope:

H-% Advanced Instruments

% Advanced Instruments Osmol
- Beckman Coulter Access 2
- Beckman Coulter AL480

- Beckman Coulter ALISB00

r|-% Beckman Coulter DxC 500i
|- Beckman Coulter DxC 700 AU
r|-=% Beckman Coulter UniCel DxC 800
- Beckman Coulter UniCel DxI 600
- Beckman Coulter UniCel DxI 300

&
&
&
&
&
&
&
&
&
&

0K Cancel
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HOW DO | ADD, EDIT AND DELETE UNITY REAL TIME® 2.0 USER?

Unity Real Time® 2 Quick Guide

BIORAD

e Unity Real Time I . pey——

File Select View Review Analysis Advisors Reports |Tools Help

Shift+F2  gof
Alt+F11

Py 5=} N ] % & Security » Login...
Lab Lot Test Panel Multi T.. L3 Unity Interlab » Logoff
Q) Utilities 3 Administrator...
Lab ]Panel | nstrument | Actions and Comments s e
‘4 999991: Demo Lab - No Rules Setup... Shange Pt
" 999988: Lab With Fixed Means N
a 999901: Lab Qualitative Tests
ADD A USER
1. Open Admin Panel
Go to the Administrator dialog box from the main menu.
Administrator N X
—Userprofil —Administration/seup —Data handling
User ID: User name: [T Manage users ™ Communicate with Unity Interlab
I ;I I I~ Edit action log I~ Import data
Passward: Initials: I Edit setup options I Bwort data
I I [~ Operatorsetup I Graphing options
Template “Data I~ Actions/Comments by Instrument
Mo Template -] B Gl I™ Manage Data Analysis Grid templates
Manage User Template | " Edit last line [~Databa
Minimum Password Length: £ Enter new data only I” Condensedata
2 3: characters + view data only I~ Reconcile data
Password expires on:  Rules and setting —Data Review
eve I~ Edittestsettingsfrules [~ Bench Review
[~ Set password expiration period to: ™ Configure TEa ™ supervisor Review
Hever j‘ [ Labs, lots, tests, and panel; —Rili-BAK:
& Anp e I~ Managelabs
Ca I Delete labs =
[~ Administrator (B s
Account status: Active Unloc | I Delete lots/tests
New | Delete | Assign Lab Numbers | [~ Manage panels ok Cancel Apply
2. Click “New User” Starts the process of creating a new user profile.
3. Enter Username Type a unique login name for the user.
4. Enter Full Name Add the user’s complete name for identification.
5. Set the initials that will be used in the data screen
6. Set Password Create a secure password following system rules.

e Password will need to be reset on first login
Assign Role Choose the user’s role (e.g., standard or admin).

Sl

Select Permissions

o Check boxes to grant access
e (lear boxes to remove access
9. Assign Lab Numbers Required for user to work in Unity Real Time

For more information on the checkbox settings go to the advanced user guide using the link on the bottom of Unity

Real Time® application. (requires internet access)

10. Apply and OK

e OKsaves and closes

e Apply saves and lets you add more users
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EDIT A USER

1. Click the Tools menu, point to Security, and then click Administrator.
2. Select the user from the User ID list.

3. Change the user profile and permissions as needed

4. 4 Click APPLY to apply the updated user settings.

DELETE A USER

1. Click the Tools menu, point to Security, and then click Administrator.
Select the user from the User ID list.

Click Delete. A message appears asking for confirmation.

Click Yes.

Click OK.

ukwnN

Important: The USER ID will remain in Unity Real Time® tracking and should only be removed as a last resort.
Instead of deleting the account, change the password and set the account to view-only access.

This ensures the USER ID is never reassigned or used by another person.

Administrator

—Userprofile Data
|User ID: _] Ujef name: " Edit all data
f aamin
admin e I " Edit last line
Password: Initials:

L /
x=x Sa
l l ¢ View data only
Minimum Password Length:

ASSIGN LAB NUMBERS TO USERS

1. Click the Tools menu, Security, and then click Administrator.
Select the user from the User ID list.

Click Assign Lab Numbers.

Select the user from the list.

Select one or more lab numbers to assign to the user.

Click the apply then OK

ou ke wnN

-
Assign Lab Numbers

User ID:

*

Lab numbers:

V| Lab Description

v %9999 13 |Lab with Floating Means
W 999988 |Lab With Fixed Means a
v 999901 VLab Qualitative Tests
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ASSIGN GROUP REAGENT CALIBRATOR COLUMNS TO A USER OR ALL USERS

There are two areas where column management can be performed.

Within the data screen, you have the option to enable or disable columns as needed. However, please note that these
adjustments are temporary and will not be retained. When you navigate away from the screen or switch to a different test,
the column s‘et_t_i_nhg__s will revert to their defa y‘lt_gp‘nfiggration.

T b Tt . gy e e g g e g

Save | Set Date | W Group ¥ Reagent Lot ¥ Reagent Bottle ™ In UsefStandby W calibratorLot [~ calibrationDate [ = Test Information
Level 1 Level 2
Date & Time Value | Y/N ‘ Rules z Value | Y/N ‘ Rules z Retg:"t g‘:;?:;i CaIiII:::tor OP | Group
[ 1 22f102025 11:08 AM [+ 27.30 Ve 40.00 I 0218 Ta16 = ] 1 A|C
| 2 23/10/2025 11:37 AM [+ ] 27.40 e 41.10 7 S 0218 To16 = 1 B|C
] 3 23/10/2025 11:38 AM [+ | 27.50 e 41.50 7 5 0218 T910 = 1 A|C
] 4 24/10/2025 9:06 AM [+ | 28.20 e 40.40 7 B 0218 T910 = 1 A|C
O 524/10/2025 %:50 AM [+ ] 27.80 e 41,90 = 0218 To10 = ] 1 A|C
Tools — Setup is now the location to globally set the Data Entry configuration
Selecting and deselecting and applying will affect all users.
Configure Unity Real Time | Unity Intedab Reports ]
Diata entry configuration
Default data entry mode: Current data:
{* Point v Group [v Reagent Bottle Iv Calibrator Lot
¢ Summary v Reagent Lot [ In Use/Standby [ Calibration Date N
Actions/comments License updates Database updates
[ futomatic action logs v futomatic license updates [ Aastesratic: analufic

Anyone can make these changes if they have Edit Setup Options applied to their profile.

LEE S 5 S oL S . i vl
Administrator
Userprofile Administration/setup
User ID: u 8
sEr SErname [~ Manage users

|adm|n j |admln [~ Edit action log
Password: Initials: . .
| | v Editsetup options
= S3

[~ Operatorsetup
Template

Data

If this becomes an issue, please reach out to our technical support team at techsupport.anzcdg@bio-rad.com and
request access to the URT User Manager tool.

This utility can be added to the Unity Real Time program files directory and provides enhanced functionality, including the
ability to modify settings for an individual user or apply changes across all users.
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USER TEMPLATES

What Are User Templates?

User templates in Unity Real Time are predefined sets of user settings and permissions that can be applied to
multiple users. Instead of configuring each user individually, you create a template with common settings (such as
permissions, password rules, and default fields). When you assign this template to a user, any updates to the
template automatically apply to all users linked to it. This saves time and ensures consistency across your system.

Steps to Set Up a User Template
1. Open Administrator Panel
Go to Tools > Security > Administrator.
2. Click “Manage User Template”
This opens the template setup screen.
3. Create a New Template
Enter a template name and description for easy identification.
4. Define Permissions
Select checkboxes for permissions you want included in the template (e.g., Administrator for full access).
5. Set Default Settings
Configure password expiration, inactivity log-off time, and default data entry fields (like reagent lot or
calibration date).
6. Save the Template
Click OK or Apply to save changes.
7. Assign Template to Users
When adding or editing a user, select the template from the list. Updates to the template will automatically
apply to all assigned users.

.‘ Manage User Template x l

i Select 'Add' to create a new template or 'Update’ to change an existing template.
+ Add i~ Update

Enter a template name:

|| Save Close

Userprofile Data Data handling
Password expires on: " Edit all data ™ Communicate with Unity Interlab
Never  Edit last line [ Import data

™ Setpassword expiration period to:

MNever
[ Administrator

Assign Lab Numbers |

Administrationfsetup
-

I~ Edit action log

™ Editsetupoptions

I~ Operator setup

" Enter new data only
f* View data only

Rules and settings

™ Edittestsettings/rules

™ Configure TEa

Labs, lots, tests, and panels

™ Managelabs
-

™ Managelots/tests
-

I~ Manage panels

™ Export data

I~ Graphing options

™ Actions/Comments by Instrument

™ Manage Data Analysis Grid templates
Database

™ Condense data

[ Reconcile data

Data Review
™ Bench Review

™ Supervisor Review
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REJECTION LOG

Rejected data is transformed data that was not imported into your QC data management software. The Rejection
Log shows the details of all rejected data and provides a description about why the data was rejected. In most cases
of rejected data, no action is required. However, in some instances an error message is an indication that
configuration adjustments are required. After the configuration adjustments are made, the QC data file must be

transformed again.

r—— — - - - — - — _
et Fif T W 1 A.dal 1 g TS & =
Start Entered Date: IOS-Mar-lS 9:24:26 AM _'J Lab number: Al X Analyte: |A” lj
End Entered Date: [05-Mar-18 9:41:53 AM | Lot number: Al n File Name: E_:lv
Error: IAII lJ Instrument: All - Apply | Delete I Print I

VIEWING THE REJECTION LOG FROM UNITY REAL TIME
Use one of the following methods to open the Test dialog box:

a)
e Click Re=cti | on the toolbar.
e Click the Tools menu, Utilities, Import then View rejection log data
If the rejection log in used by many departments and labs you can use the following selection items to reduce the
data displayed.

e Start Entered Date : to select start date of the range to view.

e End Entered Date: to select end date range of the data view.

e Error: Select the type of error from the Error list.

e Lab Number: Select a lab number from the Lab Number list or select All.

o Lot Number: Select a lot number from the Lot Number list or select All.

e Instrument: Select an instrument from the Instrument list or select All.

e Analyte: Select an analyte from the Analyte list or select All.

e File Name: Select a file name of an imported file from the list or select All.

Click Apply to refresh the Rejection Log and view your selected data. The Rejection Log
appears according to the criteria you selected.

DELETING THE REJECTION LOG

Best Practices—Fix the issues needing adjustment and Delete Logs.

Bio-Rad recommends deleting the Rejection Log after each review to eliminate confusion.
Delete current view will delete the displayed data

Delete all data will delete all rejection in the log.

Note: All the current rejected data can be removed by going to Tools— Utilities—Import— Delete rejection log...
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REJECTION LOG MESSAGES
Lot Expired

This occurs when the QC lot in Unity Real Time® has expired. Data will not automatically transmit into an expired lot.
While manual data entry is possible, you will need to enter the date and time when the lot expired.

Lab Closed

The lab configured in UnityConnect™ has been closed in Unity Real Time®. To resolve this issue, either reopen the
closed lab or select the correct lab number in the UnityConnect™ transformer configuration under the instrument
tab.

Lot Closed

The lot configured in UnityConnect™ has been closed in Unity Real Time®. To fix this, reopen the closed lot or select
a new lot number in the UnityConnect™ transformer configuration under the lot tab.

Test Closed

The test configured in UnityConnect™ has been closed in Unity Real Time®. If the settings are correct, reopen the
closed test. Alternatively, reselect the appropriate test in UnityConnect™ to match the open test.

Result Invalid

The result contains a symbol such as < or >. Please contact Bio-Rad Laboratories for assistance in setting up a whole
number conversion for import. For example, < 0.05 should be converted to 0.05, and the symbol can be added as a
comment.

Lot Number Undefined
The lot number selected in UnityConnect™ does not exist in your Unity Real Time® system. This may be due to the

lot being deleted or selected from a list of all lots. When choosing a new lot from the dropdown in UnityConnect™,
ensure that you select from existing lots.

"Create New Tests as Necessary" Disabled

The test configured in UnityConnect™ does not exist in Unity Real Time®. This error may occur if the test
configuration was changed in Unity Real Time® but not remapped in UnityConnect™, or if the test is not set up in the
lot being imported. To resolve this, verify the settings in Unity Real Time® and remap the test in UnityConnect™. If
you do not wish to capture the test, uncheck the “Enable” box next to the local test code in the transformer
configuration row.

Unit/Method Invalid for Selected Analyte

This error occurs when a change has been made to the Bio-Rad Unity™ Codelist. Analytes are regularly reviewed and
may be added, removed, or modified. Updated codelists are distributed monthly and applied to Unity Real Time®
either automatically or manually, depending on your settings. These updates typically reflect changes in the test kit
insert. To resolve the issue, update the test settings in Unity Real Time® and remap the test in UnityConnect™.

Data Entry Locked for This Test

This error indicates that the data point is currently locked, possibly because someone has the test open on the data
entry screen. Close the data entry screen and re-import the data to proceed.
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BIORAD

The Data Analysis Grid allows you to perform a side-by-side comparison of statistics of selected data. It allows
multiple data sets to be compared in a single display, with the ability to compare results from multiple instruments
against each other, as well as to the results of the Unity consensus group. The Data Analysis Grid also visually
distinguishes data points exceeding the specified alert limits. Each Data Analysis Grid search can be setup and saved

as a template to be used again in the future. This is ideal for laboratories or departments that share a Unity Real
Time 2 database, allowing users to maintain templates specific to their area.

Note: Refer to the Unity Real Time for all functions of the Data Analysis Grid.

EXAMPLES OF COMPARISONS WITH THE DATA ANALYSIS GRID

e Compare your instrument(s) against a Unity consensus group.

e Compare the QC results of like instruments running the same QC.

e Compare your QC results against the fixed mean and SD.

e Compare each instrument’s results to the mean of all instruments.

Compare each month QC against the Unity consensus group or to your labs cumulative QC results.

VIEW THE DATA ANALYSIS GRID

1. Select a lab number and lot number in the Lab navigation tree to review data.
2. Click the Analysis menu and then click Data Analysis Grid.
3. Select the template from the drop-down menu

Template Lot: 31830 Unassayed Chemistry Matrix: Sér

1 _v_| Data SetConfiguration Configure TEa Configure Alert
dk

Feb 2016

Feb Mar 2015 Mater
feb3

Feb-Mar 2015 =

Febuary-march 2015 flment | Unit__Lhean | SD | OV PGS | Labs | ¢
frede ARCHIT... |all

EXPORT THE DATA ANALYSIS GRID

Click Export located on the Data Analysis Grid. The Data Analysis Grid opens as a Microsoft Excel file.
Print the Data Analysis Grid

1. Click Print located on the Data Analysis Grid. The Print Preview page appears.
2. Select the appropriate options for your printer and click OK.
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SOFTWARE SUPPORT

If you need assistance with the Unity Real Time® 2 software, call the Software Support number 8.30am-5.30pm
AEST.

Australia 1800 224 354

New Zealand 0800 444 067

Email techsupport.anzcdg@bio-rad.com

Legal Notices

Trademarks
Bio-Rad Laboratories

The following trademarks and registered trademarks are the property of Bio-Rad Laboratories, Inc.,
1000 Alfred Noble Drive, Hercules, CA 94547 USA.

InstantQC” Unity™ Unity Real Time" online WebConnect™

QCNet™ Unity Desktop® UnityWeb* Westgard Advisor™

QC Oncall” Unity Real Time® UnityConnect” Westgard Advisor™ online
SoftConnect™

Other Companies

Other trademarks and registered trademarks are the property of their respective companies. Please consult the individual manufacturers for

specific information.

Timeliness, Errors, and Omissions

The information provided in this document carries no express or implied warranties as to accuracy, timeliness, or appropriateness for a
particular purpose. Bio-Rad disclaims responsibility for content errors and omissions, for any allegedly infringing material, and for any damages
whatsoever associated with user reliance on information provided in this document.

Disclaimer

The contents of this document are protected by copyright. Bio-Rad assumes no liability for any changes made to this document.

BI o RAD 8io-Rad For further information, please contoct your local
Laboratories Bio-Rod office or learn more onfine at www.gcnet.com

CI inic al Website www. bio-rod.com/diagnestics USA 1-800-2810-RAD Australia 51-2-95914-2500 Austria 43-1-877-8901 Belgium 32-5-385-5511
Brazil 5521-3237-9400 Conoda 1-514-334-4372 China 56-21-54250808 Czech Republic 420-241-430-532 Denmark +45-4452-1000

Diagno‘tics G roup Finland 358-9-304-22-00 France 33-1-47-35-50-00 Germany +43-(0)23-318-840 Greece 30-210-7774396 Hong Kong §52-2788-3300
Hungary 36-1-455-8300 India 91-1248-4029300 Israel 972-3-9536050 Italy +33-02-216091 Japan §1-3-6361-7070 Korea 52-2-3473-4460
Mexico +52-{555)-4588-7670 The Netherlands +31-315-540665 New Zealand 54-3-415-2250 Norway 47-23-35-41-30 Poland 48-22-3315995 Portugal 351-21-
472-7700 Russio 7-495-721-14-04 Singapore 65-5415-3152 South Africa 27-11-442-55-08 Spain 34-91-550-5200
Sweden 46-8-555-127-00 Switzerland 41-51-717-95-55 Thailand 652-651-8311 United Kingdom +34-{0)20-8325-2000
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