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PURPOSE

Control procedures are performed to monitor the stability of the method or test system and to assure the
accuracy and reliability of patient test results. The purpose of this policy is to maintain a standard protocol for
documenting the review of QC data.

PROCEDURE
Log into Unity Real Time Application
1. Double click on the application shortcut on the computer desktop.
2. Select your user ID from the dropdown box in the User field and enter password.
3. Click OK or press enter
Unity Organization/Layout
QC data is stored and organized in the Unity software and can be viewed using the navigation tree found on

the left hand side of the program. The Unity program uses a hierarchical structure of lab number, lot number,
and test codes to uniquely identify each test in the laboratory.

Navigation Tree Menu Bar Toolbar

2al Time
File Select | View Review Analysis Advisors D Tools Help
& o \/ 7 @ 3
Lab Panel Rejecti... Help Logoff
Lab IP | Instrument |

+a 266149: Vitrosl J Compact
=l /’a 104012: ¥itros2 [ Compact
- B85 23550: Cardiac Marker
N, CK-MB Mass|Chemi
N, Troponin-I|Chemilu
Ny, NT-proBNP (M-terrr
8N, Myoglobin|Chemilu
£ 109022: Coagulation 2
109900: Ddimer 10§31
51860: Ethanolfammor
'5 40800: Immunoassay F
52440: Immunology 10
41670: Specialty Immu
(= 55570: Spinal Fluid 8/3
19930: Tumor Marker
= 16660: Unassayed Che
63290: Urine Chemistrs
5 71780: Urine Toxicolog
Jl'a 72480: Urine Toxicolog
+a 180814: Vitros3 | Satellite
+u 605684 Satelite 2

e e e S S e

7

Lab numbers are a unique set of 6 digits that are assigned to the lab by BioRad.

BioRad and non-BioRad QC lots can be used in the Unity program; however interlaboratory reports are only
available for BioRad products.
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Tests are defined using 6 parameters: Analyte, Instrument, Reagent Type, Method, Unit of Measure, and
Temperature.

Items in the tree can be collapsed or expanded. Collapsed items are indicated by a plus sign (+). Expanded
items are indicated by a minus sign (-). Click a collapsed item to expand it.

Menu and Toolbar items become available or unavailable depending on which item (lab, lot, or test) is selected
in the tree. For example, charts and reports are available only when a test is selected in the tree.

Data Entry Overview

Double click on test in the navigation tree to view the point/summary data screen for the selected assay.

Data point’s z score \\ Active rules violated, if any

Data Screen

Lab | Panel | Instrurnent | Lab: 104012 ¥itrosZ | Compact 2 Lok: 16660NQassayed Chemistry  Makrid: Serum <
B 41670: Specialty & Tes_t: Bilirubin, TotalfTBIL, Diphylline, Diazonium SaMYITROS, VITROS 5600 (Dry Slide), Slide gengration #43, mg/dL, Mo Temperature Header
55570+ Spinal Flui Expires: 3/31/2014 Rules:  7-T[wW] 12-=[W] 1-5.
19930 Tumnor Ma Save | Set Date | I = Test Information B = Action & = Comments
16660: Unassaye
f\ Acetaminophe | | Level 2 | | | | |
% Albumin|Brom | Date & Time | value | ¥/N|Rules | z | value | ¥/N | Rulks| =z | opP | | | |
1% Alkaline Phost 26 7{18{2013 1:2G AM - 11z ¥ [ 150  4.88 ¥ - 038 M 1 B C+ .
1S ALT (ALATIGF T 27 7119j2013 108 AM <107 ¥ [~ 0.67 46t ¥ |- /) 02z m 1 A Ce Green arrow in
1 Amylass| Amy : 28 7/20/2013 1:01 AM ~ | 1.04 ¥ [ 0.17  4.57 W[ -0.36  IM 1 A cte column indicates an
5 AST tASATG LA 29 7/21j2013 1014 AM 11z v [ 1.50 485 M [+|1-250w 218 IM I Ce R
Q g::::zg::: ?n':: | =30 7j21/2013 14z am = 4.47 ¥ |- 127 ™M I | A Ce attached action or
A Biliabir, Tota T 3t mezpoizizszaM [+ 111 ¥ [ 1.33 470 ¥ . nEz M 1 A Ce comment
A Bilirubin, Toka | 32 7zsizons 1z am - 114 ¥ |- 1.83 474 ¥ |- 118 ™ 1 A C=
A Calcium|frser | 33 rreazenis 1iza am - 1.01 ¥ [ 033 4ET ¥ - 055 IM 1 A C=
f, Chloride|I5€ ¢ | 34 7zsizo1s zos am - 100 ¥ [ 050 460 ¥ - 003 M 1 A Ce
4, Chalesterol, F | 35 726i2013 109 AM -|1.09 ¥ |- 100 487 ¥ |- 0EE M 1 A C=
£ Cholssteral, + | 36 mzRizo13 2zt Am - 1.04 ¥ [ 017 4.59 [ R I ] 1 A Ce
1% Cholesteral, T | 37 7zsizo13 1:25 AM - 108 ¥ [ 0.50 4.63 ¥ [+ 0.1 IM 1 A Ce Accepted/
1% CK (Creating | | 38 729j2013 1128 AM -] 103 ¥ |- 000 46l ¥ |- 0.00 1M 1 B C= Reiected stat
%, COZ (Carbon | 39 7130j2013 1:03 AM - 1.03 ¥ [ non o 4.43 ¥ ole S 1.64 M 1 A Ce ejected status
[ Creatinine|En | 40 731j2013 1155 AM - 1.08 ¥ [ 083 466 ¥ - 045 M 1 A Ce of point
1% Creatinine|En _ 41 8/1/2013 1:20 &AM ~|1.08 ¥ [ 050  4.56 ¥ [ 045 IM 1 A | Ce
1% Digoxin|EIA[Y 42 §/2/2013 12:55 AM -] 1.08 ¥ [= 0.83 4.58 ¥ [= -0.27 IM 1 B | C+
1% Ethanol (alcol T 43 afsizo13 1015 AM I TR 117 458 ¥ |- 045 M I A Ce
£ Ethanol (&lcat ] 44 B{4[2013 1:36 4M -] 1.08 ¥ [+ 0.83  4.52 ¥ |- -0.82 1M 1 H Ce
£ Ethanol {alcol | 45 gjszonz 1zise am - 1.04 ¥ [ 017 455 ¥ 055 1M I B C+
Q EZT?Q;;T_EI | e sisjz013 12059 am N T 0.00 463 ¥ |- 018 ™M I A Ce
A Glucoselaluce | 47 mprizo13 137 AM - 1.13 ¥ [ 1.67 455 [ 155 M 1 A Ce
S Glucose|dlure | 48 sslzo1z s am - 103 ¥ [ 000 465 ¥ - 038 M 1 A C+
A Tran|Pyricyl & | 49 B9jz013 12z AM .11z ¥ [ 150  4.56 ¥ [ 045 M 1 A C=
A Tron|Pyridyl a | S0 Bpojzo131zi46aM [+ 1.05 ¥ [ 033 448 ¥ . ERT-IN 1 A Ce
£ Lactic Acid|La | 51 sf11j2013 105 AM -|1.08 ¥ |- 083 471 ¥ |- 081 M 1 A C=
fi Lactic Acid|La | 52 Bf1zje013 109 AM -|1.10 ¥ [ 117 461 ¥ [ 000 M 1 A C=
% LD (Lactate D | 53 mpmzo1s 1z am - 1.04 ¥ [ 017 455 ¥ - 055 M 1 A C+
1% Lipase|Enzym | 54 sf14j2013 zi0z AM - 102 ¥ |- 017 439 ¥ |- -Z00 M 1 A C=
% Lithiumn|Calori | 55 B15/2013 1:07 &M -] 1.04 ¥ [ 017 456 ¥ . -0.45 1M I1 A | Ce
1% Magnesium|Fc 56 B{16/Z013 1:10 AM - |1.03 ¥ [ 000 459 ¥ - 018 M 1 B C+
'Q ::g”es'“:_LF‘l Poirk Data | Summary Dats
v Enobaroital
% Phenytein (Di Statistics ]chart |
f\ Phervytain {Dil
Q Ehfs"'__'c'”‘:?l: Summary Statistics Month Cumulative | Month Cumulative |
! akassiunn
£ Prealbumin|in 772172013 1:14:06 AM
A Protei, Total ;1[;aan 1.05 1.06 4.58 4.65
S || oo T
5 sodium]I5E di Points 22 27 19 24
g T4, Total|Che
f\. Theophyline]|l . | | |
A TIBC {Tatal1r . || Fixed Mean/SD/CY 1.03,/0.06,/5.83 4.61/0.11,/2.39

The header for each data screen provides description including lab number and lab description, lot number
with matrix and expiration date, Unity codes used to define test, and list of active Westgard rules for analyte.

z score: Indicates the number of SDs the data point is from the evaluation (expected) mean
z-score = QObserved Result — Expected Mean
Expected Standard Deviation
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Accepted/Rejected Status (Y/N): Indicates whether the data point was accepted (Y) or rejected (N). Unity will
automatically reject any data row that contains a point that violates a rejection rule.

Actions are pre-defined messages that allow standardization of actions to correct a QC error situation.

Free text Comments are intended to document unusual occurrences or to further explain actions as needed.
Pre-Coded actions and free text comments allow for the addition of information to any data row. Used

together, actions and comments provide the means to document changes in the test system and actions taken
to correct those changes.

REVIEWING AND COMMENTING ON QC DATA

Regulatory agencies require that review of QC data is documented. Bench review and Supervisor Review
automates this review and allows QC data to be sent to BioRad for inclusion in Instant QC reports.

Performing Bench Review
Bench Review allows the laboratorian performing testing to review QC results before verifying patient results.
Selecting Data Set

a. Onthe Menu bar, click the Review tab and then click Bench Review from the dropdown list or click
on the Bench Review icon in the toolbar.

b. When Bench review is opened, the default review modes on the left hand side of the screen are
Lab and “all data”. Do not change to any other review mode.

W% Unity Real Time - [Bench Review]

0 Fle Select Wew Review Analysis Advisors Fep Todks Help
‘ ‘ ‘ ‘ ‘ ‘ Reec.. ‘ ‘
Lab WPanel llnstrumentl Diata Review
F e 26149: Vitros1 | Compar . b * Al data Lab number: |1l]4l]12: Vitros2 / Compatct 2 j
+ [ 23550; Cardiac Marke| | | % La
# Elé 109022: Coagulation " Include rule violations or data with Action or Comments Lot mmber: [ 40800: Immunoassay Plus =
# 63 10990; Dimer 10730 M| o]
0 Elé 109900; Delmer 10)3 (" Include anly rule violations h i
.85 3640 Dizbetes (Lo Instryment VITROS 5600 (Dry Slide)/Vitros2 / Compact 2[104012]
+ 5 51950; Ethanclfanm " Indlude only 4G violations VITROS 5600 (Wet)/Vitros2 / Compact 2[104012]
e
) 40600; Immunoassay [~ Reviewed ] "
= Re Refresh ever 3 SECOnds
}a 52440 Immunclogy 1 1 L

T
Default review mode is Lab and “All
data”

c. Selectthe Lab Number, Lot Number & Instrument from the dropdown boxes on the right side of
the screen to view QC data. Any lab number, lot number, or instrument in the dropdown lists that
are green indicate that there is data to be reviewed.
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Reviewing Data

After a data set has been selected, Unity will display each data point within the selected set. The review
screen contains information including the QC value, its evaluation mean and SD, and any attached actions or
comments. In addition the “Go To Chart” button can be used to branch to the Levey-Jennings chart of a
selected assay to review suspect QC data or as a supplement to the Bench Review grid.

Bench Review data displays in chronological order. Data can be put in order of Analyte by clicking on that
column header. During the review, you may also wish to disable the “Refresh” function in order to keep your
place during a long review. You can disable the Refresh by unchecking that box in the header.

. . o Al data Lab number: | 180814: Yitros3 / Satellite 1 |
- L
" Include rule violations or data with Action or Comments Lot number: |SIBEO: Ethanal; Ammania j
1 Panel
[T’} = Instrument: |(AII) j

== Instrument

[~ Reviewed

" Indude only rule violations

™ Indude only AG vialations

¥ Refreshevery |10 3: seconds

Reviewe Lab Num | Lok Mu | Analyte ¢ | Reagent DatefTime Level |Value | Evaluation Mean | Evaluation SO |z Rules Status Ey | Action | Comme
- 180814 51860 Ammonia  Slide generation #15  5/13(2014 2:15:51 M 1 30.60 33,95 3.67 -0.9 [v Accept I
I 180814 51860 Ammonia  Slide generation #£15  5/13/2014 2:15:51 aM 2 91.70 91.80 3.39 -0.0 [V accept m
- 180814 51860 Ammonia  Slide generation #15  5/14/2014 3:58:20 AWM 1 34.00 3390 3.66 0.03 [v Accept I
- 180514 51860 Ammonia  Side generation #15  5/14)2014 3:58:20 &AM 2 §9.60 91.80 337 -0.6 [¥ Accept I
™ 1805814 51860 Ammonia  Slide generation #15  5/15/2014 347:27 aM 1 31,50 3390 364 -0.6 [V accept m
- 180814 51660 Ammonia  Slide generation #15  5/15/2014 3:47:27 &M 2 90,50 91.77 3.36 -0.3 [+ Accept I
I 1805814 51860 Ammonia  Slide generation #15  5/16/2014 2:03:23 aM 1 3470 33.87 362 0,23 [¥ Accept m
- 180814 51860 Ammonia  Slide generation #15  5/16/2014 2:08:23 &AM 2 91,40 91,75 3.34 -0.1 [ Accept I
- 180814 51860 Ammonia  Side generation #15 5/17)2014 1i21:52 &M 1 3410 33.88 360 0.06 [¥ Accept m
- 180814 51860 Ammonia  Slide generation #15  5/17/2014 1:21:52 aM - 2 92,50 91,75 3.32 0.23 [v Accept I
I 180814 51860 Ammonia  Slide generation #15  5/18/2014 2:50:25 AM 1 32.00 33.89 3.58 -0.5 [V accept m
- 180814 51860 Ammonia  Slide generation #15  5/18/2014 2:50:25 aM 2 90.60  91.76 3.30 -0.3 [v Accept I
- 180514 518680 Ammonia  Side generation #15  5/19(2014 4:08:12 &M 1 30,90 33,88 3.56 -0.8 [¥ Accept I
™ 1805814 51860 Ammonia  Slide generation #15  5/19/2014 4:08:12 aM 2 93.50  91.74 328 0.54 [V accept m
- 180814 51660 Ammonia  Slide generation #15  5/20/2014 4:08:24 &M 1 37.20 3383 3.55 0,95 [+ Accept I
- 1805814 51860 Ammonia  Slide generation #15  5/20/2014 4:03:24 aM 2 §7.40 91,77 326 -1.3 [¥ Accept m
- 180814 51860 Ammonia  Slide generation #15  5/21j2014 4:04:48 AWM 1 30,90 33.87 3.55 -0.8 [V Accept I
- 180814 51860 Ammonia  Slide generation #15 5/21)2014 4:04:45 &M 2 9110 9171 328 -0.1 [¥ Accept m
- 180814 51860 Ammonia  Slide generation #15  5/22/2014 2:51:04 AWM 1 3370 33.83 3.55 -0.0 [v Accept I
- 180514 51860 Ammonia  Slide generation #15 5/22/2014 2:51:04 &AM 2 91,20 9171 3.26 -0.1 [¥ Accept I
™ 1805814 51860 Ammonia  Slide generation #15  5/23/2014 12:03:54 &AM 1 30,90 33.83 352 -0.8 IV accept m
- 180514 518680 Ammonia  Slide generation #15  5/23(2014 12:03:54 &M 2 §6.60 91,70 3.24 -1.5 [¥ Accept I
I 1805814 51860 Ammonia  Slide generation #15  5/24/2014 4:13:04 aM 1 3140 3380 352 -0.6 [¥ Accept m
- 180814 51860 Ammonia  Slide generation #15  5/24/2014 4:18:04 &M 2 90,30 91.64 3.27 -0.4 [ Accept I
- 1805814 51860 Ammonia  Slide generation #15  5/25/2014 S:23:21 AM 1 32,50 3377 351 -0.3 [¥ Accept m
- 180814 51860 Ammonia  Slide generation #15  5/25(2014 S:23:21 aM 2 90,10 91,63 3.25 -0.4 [V Accept I
I 180814 51860 Ammonia  Slide generation #15  5/26/2014 2:19:33 AM 1 34.50 3375 3.49 0.21 [V accept m
- 180814 51860 Ammonia  Slide generation #15  5/26/2014 2:19:33 aM 2 95,10  91.61 3.24 1.05 [v Accept I
- 180514 51860 Ammonia  Side generation #15  5/27)2014 2:10:35 &AM 1 3490 3376 3.47 0.33 [¥ Accept I
™ 1805814 51860 Ammonia  Slide generation #15  5/27/2014 2:10:35 AM 2 93.80 9165 324 0.66 [V accept m
- 180814 51660 Ammonia  Slide generation #15  5/28/2014 5:16:31 &M 1 3560 3377 3.45 0.53 [+ Accept I

» 1805814 51860 Ammonia  Slide generation #15  5/28/2014 5:116:31 AM 2 91,20 91.67 323 -0.1 [¥ Accept m
@ One or more data points violate an evaluation rule. 95 records
Manage Columns | Manage Expected Tests | Go ko Data Entry ‘ Go to Chart |

When a data point violates a rejection rule:

= Data points that violate a reject rule are highlighted in light red and data points that violate a warning rule
are highlighted in yellow. Data that violates a qualitative tests

orange.

7

Go to Chart branches to Levey-

Jennings chart for review

expected response” will be highlighted in
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= The Status column will display “Reject” and the checkbox just to the left of the status column will be
unchecked. If a data point violates a reject rule, but is actually an acceptable value (ex. new lot reagent
and QC out less than 3sd), you may change the status of the data point to “Accept” and document the
reason for acceptance using the pre-defined action code “Reagent:new lot”.

= The violated rule appears in the Rules column

= The accept and rejection of rule violations in Unity is by QC run rather than by level; therefore any data
point within a run that contains a rule violation will be rejected by Unity. Unaffected data points can be
manually changed from Reject to Accept.

Data Review

= b {+ Al data Lab nurrber: [ 180814: vitros3 / Satellite 1 -]
| " Include rule violations or data with Action or Comments Lot nuniber: [40830: Immunoassay Plus =]
[} Banel 1 '
nstrurnent: | (Al -
" Include only rule violations - |( ) J
=5 Instrument
" Include only AG violations
™ Reviewed W Refrash every |1g 3: seconds
Reviewe| Lab Mum | Lot Mu | Analvte @ |Reagent DrateTime Level | Yalue | Evaluation Mean |Evaluation SD | z Rules Status By | Action | Camment
- 180814 40830 hCG Dedicated Reagent  5/30/2014 1:59:00 &M 1 8.13 §.54 0.43 -0.9 [ Accept M
- 180814 40830 hiG Dedicated Reagent  5/30/2014 1:5%:004M 3 435,11 452,84 10,87 0.21 [+ Accept I
- 180814 40830 hiG Dedicated Reagent  5/31/2014 12:59:09 AM 1 8.07 8.54 0.43 -1.0 [v Accept m
- 180814 40830 hCG Dedicated Reagent  5/31/2014 12:59:09 AW 3 446,95 452,86 10,54 -0.5 [¥ accept M
- 180814 40830 hiG Dedicated Reagent  6/1/2014 1:20:53 AM 1 8.09 §.94 043 -1.0 [+ Accept I
- 180814 40830 hiG Dedicated Reagent  6/1/2014 1:20:53 AM 3 439,45 452,82 10.82 -1.2 [v Accept M
I 180814 40830 hCG Dedicated Reagent  6/2/2014 5:42:01 AM 1 435.46 8.53 0.43 986, 1-33] [ Reject M efiC (IM - 06}
I 180814 40830 hoG Dedicated Reagent  6/2/2014 S:42:01 AM el 8.24 452,74 10,83 =il |11= [~ Reject I efC (IM - 06/
- 180814 40830 hiG Dedicated Reagent  6/2/2014 6:14:57 AM 1 8.02 8.53 0.43 -1.1 [v Accept M
3 I 180814 40830 hCG Dedicated Reagent  6/2/2014 6:14:57 AM 3 434.91 452,74 10,83 -1.6 [v Accept M
1-3s rule violation in red is automatically rejected by Unity
Data Review
: b & all data Lab number: |266149: Yitros1 / Compact 1 j
" Include rule violations or data with Action or Comments Lot number: | 55590: Spinal Fluid =]
Ui Panel :
Inst k| (Al -
" Include only rule violations =i |( ) J
'ﬂ Instrument
” Include only AG violations
™ Reviewed Iv Refreshevery |1p 3: seconds
Reviewe Lab Mum | Lot Mu | Analyke Reagent Date|Time Level | ¥alue | Ewvaluation Mean | Evaluation 5D |z Rules Skatus By | Action | Comment
I 266149 55590 Protein, Tob Slde generation #4 6/12/2014 24088 PM 1 65,80 7370 5.50 -1.4 [V Accepk I efa (1M - 06/
3 [ z66143 55590 Protein, Tot Slide generation #4 6/12/2014 24056 PM 2 14860 165.60 7.00 24 d-25w] ¥ Accept M effy (IM - 05/

/

Rule warnings (such as 1-2s) in yellow are automatically accepted

Adding an Action or Comment

The pre-defined set of actions that appear in the action log are intended to standardize documentation of
events that occur repeatedly.

To enter an action for a specific data point entry:

1. Click in the Action column of the row where you want to add the action. A message box appears with a
list of pre-defined actions
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Action Log FE|

Lab: 180814 Vitros3 [ Satellite 1
Lok: 40530 Immunoassay Plus
Tesk: hCa, Chemiluminescence, YITROS 5600 (Wet), Dedicated Reagent, mIUfmL, Mo Temperature

Ackion(s) Code R
| |
W QC: reviewed For day 24
w’ Control: repeated same vial 4z
w’ Contral: incorrect QC Fluid used, repeated 33
' Reagent: new lok za
w” Calibrator: changed 1
W Calibrator: new lat 2
w* Contral: Performance werifiers run, in control 37 v

" The red check indicates that an action has been used and cannot be deleted or updated.

Exisking ackion:

Apphy | Close |

Select an action from the list and click Apply. The selection will be added to the “existing actions”
portion of the dialog box.

Click close to exit or to append another action.

The selected actions now appear in the “Action” column along with tech initials and date and time.

Data Review
B y 5 all data Lab numbsr: [ 180814: ¥itros3 / Satellite 1 -]
- Ls
(" Include rule violations or data with Action or Comments Lok number: | 40830: Immunoassay Plus =
Panel
Ll = Instrument: |(MI) j

(" Include only rule violations

2  Instrument
" Indude only AG violations

[ Reviewed [V Refresh every ,ﬁ seconds
Analyte || Date/Time Level |Value | Evaluation Mean EvauationSD |z | Rules Status By | Action
hCa 5/30/2014 1:59:00 AM 1 §.13 8,54 0.43 -0.9 v Accept M
hia 5/30f2014 1:59:00 AM 3 455,11 452.84 10.87 0.21 v Accept M
ha 53112014 12:59:094M 1 a.07 5.54 0.43 -1.0 v Accept M
hCa 53112014 12:59:09 4M 3 445,95 452,86 10.54 -0.5 v Accept M
hCa 6/1/2014 1:20:53 &M 1 §.09 §.54 0.43 -1.0 v Accept M
hCa 612014 12053 AM 3 439.45 452,82 10.52 -1.2 v Accept M
» hiia pjzfz0l4 Si4z:01 AN 1 435,46 8.53 043 988, 1-35] | Rejert M Contral: incarrect QU fluid used, repeated (sa - 6/12/2014 3:34:05 PM)
hiia Bjzfz0l4 S4z:01 M 3 8.2 45274 10,83 41, 1-35 | Reject M Contral: incorrect QU fluid used, repeated (sa - 6/12/2014 3:34:05 PM)
hia 6/2f2014 6:14:57 &M 1 a.02 8.53 0.43 -1 v Accept M
ha B/2f2014 6:14:57 &AM 3 434,91 452,74 10.83 -1.6 v Accept M

Note: Once an action has been added it cannot be deleted. If you have chosen the wrong Action,
please add another more appropriate Action, if available, and/or use a Comment to correctly describe the
situation.
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To enter a comment:

1. Click on the Comment column for the QC data

Click on Comment column

Data Review
o b + alldata Lab number: | 266149: Vitros1 / Comgact 1 |
- L
n " Include rule violations or data with Action or Comments Lok number: | 38450: Diabetes (Liq“iche\ =l
o el Instrument: | (AIl -
i~ Include only rule violations - ’ |( D J
- Instrument
™ Include only AG violations
I~ Reviewed Iv Refresh every |10 El: seconds
Aanalyte Reagent Drate) Time: Level | Walue | Evaluation Mean |Ewvaluation SD |z Rules Skatus By | Ackion arnment
Hemoglobin, Total Glycated  Dedicated Reagent 61372014 5:45:34 aM 1 754 798 0.57 -0.2 ¥ accept m
Hemaglobin Alc (NGSP) Dedicated Reagent  6/13/2014 5:48:43 AM 1 0.30 0.32 0.02 -0.9 [V accept m
Hemoglobin, Total Glycated  Dedicated Reagent  6/13/2014 :03:17 aM - 2 741 7.20 0.53 0.41 IV Accept m
13 Hemnglobin &1c (MGSP) Dedicated Reagent  6/13(2014 9:06:29 AM 2 0.62 0.61 0.04 0.26 Iv¥ accept m

2. Type the comment in the New Comment field and click OK

Comment @

Lab: 266149 Vitros1 | Compact 1

Lot: 35450 Diabetes (Liquichek)
Test: Hemoglobin, Total Glycated, Enzymatic UY-YITROS, YITROS 5600 (Wet), Dedicated Reagent, gfdL, Mo Temperature

Exxisting comment:

Enter free text Mew comment:
comment here

a4 | Canicel |

This should only be done if enough documentation cannot be provided from the action step.

Viewing a Levey-Jennings Chart from the Bench Review

1. Itis possible to view a Levey-Jennings Chart while in the Bench Review screen to review suspect QC
data or as a supplement to the Bench Review grid. From the Bench Review grid, click Go to Chart.

2. Levey-Jennings for the last two months of data will appear. To review a different date range, adjust the
date range in using the tab in the upper left corner of the screen.

C:\Lab\Document Control\Chemistry Active\QC Biorad Unity Real Time Doc M-W-CH14046 Effective Date: 8/25/2016 Page 7 of 13

Unauthorized use or copying of this document is prohibited by FHS.




analysis  Advisors

Change date range
/

Tools  Help

Click small “x” to close graph and
return to Bench Review

Rejecti,.. ‘ ‘

From: lé Tor [~ overlay levels Level:
| 4172014 | | ejtejz014 | 4| B options Vi1Wz W3
Levey-Jennings Chart  Period: 4/17/2014 - 6/16/2014
Lab: 266149, ¥itros1 / Compact 1,Harrison Medical Center
Lok: 38450, Diabetes (Liquichek), Whole Blood, 10/31f2015
Hemoglobin A1lc {(NGSP), Immunaoturbidimetric, YITROS S600 {wet), Dedicated Reagent, %
Curn Mean/SDyCy: [1]0,30/0.01(3.64, [2] 0.61/0.02/3.39, [3] —/--j—, Fixed Mean,/SD/C¥: [1] 0.32/0.02/6.29, [2] 0.61/0.04/6.22
Summary Stats For 4/17/2014 to 6/16/2014 Mean/SDJCv{Points: [1]0.30/0.01(3.53/62, [2] 0.61/0.02{2. 7761, [3] 0.00/0.00/0.00/0
Graph against: Your laborstory, Current instrument, Evalustion Mean/SD
+250 0,28 T T T T
0.3
0.34
-
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2 > 2, @ > 9 e o @
0.30 > o P 2 & ey @
[ ] U0 0 @ PR B L B )
2 @ a2 ° o
28 O
-350 026 } } } } t
417 4426 55 LE) e} £A /10
+35D 0.73 T T T T
0.63
@
065
o P ° @ o0 _ o ° L] ® ° * 0 e
< 2 d @ @
¥ Mean 061 —0 - 0 > P i) ) a > a 2 u
H Y > @ > o E) ) °
- > 2 > L >
057 = &
0.54
-350 050 } t t } f
417 4/26 133 o4 [ Fex} Bl B0
» +350 3,00 ——T———T——— N ——————— ———————— ——— T —————
200
1.00
o
2 Mean 0.00
]
el
3. Investigate the suspect QC data. Position the mouse over the suspect QC data point to view the

details.

4. Click [*|located in the upper right hand corner to close the Levey-Jennings Chart and return to the
Bench Review.

Documenting Bench Review

To indicate review and acceptance of the QC data:

1. Select the Reviewed check box to indicate review of all QC data points

Or

Click the “Reviewed” check box to the left of a test to indicate review of the point and any other data points
for the assay that were run at the same time. For example, if you click the “Reviewed” check box for a
level 1 value, the level 2 value will also be selected if both levels were run at the same time.
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Click “Reviewed” to indicate review of
aVisplayed data

Data Review

e alldata Lab number: |256149: Yitrosl / Compact 1

" Include rule violations or data with Action or Comments Lot number: |3345l]: Diabetes {Liquichek)

Lol Laf e

Instrument: | {AIl
™ Include anly rule violations - |( )

Instrument
™ Include only AG violations

I~ Reviewed Iv Refreshevery [1n 3: seconds

Revigwe Lab Mum | Lok Num | Analyke Date,Time Level Walue | Evaluation Mean | Ewvaluation 5D |z Rules Skatus By | Ackion Comment
[T 266149 38450  Hemoglobin, Total Glycated  6/13/2014 5:45:34 AM 1 784  7.98 0.57 0.2 [V Accept ™M
[T 266149 38450  Hemoglobin Alc (NGSP) Bi13/2014 5:48:43 &AM 1 030 032 0.0z 0.9 ¥ accept it}
[T 266149 38450  Hemoglobin, Total Glycated  6/13/2014 9:03:17 &AM 2 741 720 0.53 0.41 [V Accept it}
» [T 266149 33450  Hemoglobin A1c (NGSP) 6/13/2014 9:06:29 &AM 2 062 0.61 0.04 0.26 [V Accept ™M

Click each separate check box to indicate
review of individual data points

2. Click Save or Save & Transmit

3. Once the data has been reviewed and saved it will be cleared from the screen. Each shift must review all
QC data. QC should not be left un-reviewed from a prior shift.

MANUALLY ENTERING DATA

Manually Insert a Data Row (if needed)
Note: A data row may need to be manually inserted when entering data for a previous date or time.

1. To manually insert a data row, double-click the test in the Lab, Panel, or Instrument navigation tree you
want to insert a row of data for. Make sure you choose the correct instrument and lot number.

%, Unity Real Time @@]’Z}
wg Fle Select View Review Analysis Advisors Reports Tools Help - & %
NN A P A A A P A A | |
MR T.... SPC Rules| AG Rules | Evaluat...
Leb  |panel | Instrumert |  [Lab: 104012 vitros2 / Compact 2 Lot: 60563146 DRI OKXY 225 Negatrve  Matrix: Urine ~
T i 266149: Rrost | C Test: Oxycodone (Class), E1A, VITROS S600 (wet), Dedicated Reagent, ngfim, No Temper ature
4, < 1mu|z—vnosz/co‘w Expires: 12312015 Rules: 1-2s{W] 1-35 2-25 2/3-25 R-45
- BB 23550=<~t"°’;‘ sove | setose | I~ Grow I = Test Information A =acion C = Comments
+ B 23600: Cardiac Marke
- 111515: Coagulation | | Level 1 | | | | ~
- 111640: Ddmer 11/3 | Date & Time | value | ¥/N [ Rules| =z | op | |
= Bi3 €0S63146: DRIOXY | ™ 1™ 121 12/24/20149:28AM |~ 230.11 Y |~ 040 1M 1 A Ce
o S Oxvcodone (Clas|| | 122 1272512014 8:02AM [~ ]2247 ¥ (= ©0.06 ™M I A Ce
= [l sossa14s: ORI ONY < 123 12/26/20149:07 AM [~ 22881 Y = 030 m™ I | A Ce
“‘5\19;":"“‘?"‘: | 124 1242712014 8:07 AM ~23335 Y - 065 1M I A Ce
pesistds snol i 125 12/28/20148:47 AM [+ 22249 ¥ I~ ©0.19 ™ I A Ce
s Tk 126 12/28/2014 12:10PM [+ 211.43 Y - 1.04 ™M I Ae Ce+
66300 Immunology < 127 12/29/20148:38 AM [+ 21411 Y [~ 0.8 ™ I A Ce
111477: Qualty H\F, 128 12/30/2014 8:22 AM - 20995 Y - -1.15 M 1 A Ce
57420: Speciaky Imer 129 12/31/2014 8:51 AM [+ 22146 Y - 027 M 1 A Ce
55550: Spinal Flud 6| 130 1/1/2015 8:42 AM vl22332 Y |~ 012 ™M 1 A Ce
55610: Spinal Fhad 2)| | 131 1/2/2015 8:20 AM ~122651 ¥ - 012 M I A Ce
19970: Tumor Marker|| | 132 1/3/2015 8:04 AM - 121864 Y - 048 M 1 A Ce
19980: Tumor Markee|| | 133 1/4/2015 8:26 AM -122615 ¥ - 009 ™ I A Ce
16730: Unassayed Clf |~ | 134 1/5/2015 8:28 AM -i23162 Y - 052 ™ I A Ce
64360: Urine Chemist]| | 135 1/6/201S 8:35 AM -123381 Y - 068 1M 1 A Ce
71840: Urine Toxicok || | 136 1/7/2015 8:50 AM - 23435 Y - 073 1M 1 A Ce
+ ER3 72500: Wrine Toxicok ||~ | 137 178/2015 10:06 AM -l22611 Y - 009 M b § A Ce
+ (u 180814: VRros3 ] Satelel| | 138 1/9/2015 8:32 AM -1234.10 ¥ - 071 M 1 A Ce
_| 139 110/2015 8:23 AM -123992 Y - 115 ™M 1 A Ce
_| 140 11112015 8:35 AM 123927 ¥ [~ 110 M 1 A Ce
_ | 141 1j12/20158:20 AM -2 ¥ - 063 M I A Ce
_| 142 11312015 8:41 AM ~1237.39 ¥ |~ 0.96 M 1 A Ce
| 143 1/14/2015 8:04 AM - 123362 Y - 067 M I A Ce
145 Y- 116 M I | AR|Ce
146 Jonuary. 2015 I Y - 151 M 1 A Ce
147 Sun Moo Tuo Wed Thu Fi_Sat 71~ '2' ; Y o~ ©0.40 M I Ae Ce
> . «
::2 4 5 6 7 8 3 10 : = j;: :: i : g.
— 112 13 14 @ 16 17 z
1 150 13 13 0D 22 3 24 1 A C
% 2% 27 28 28 B 3 >
Point Data
. = Today: 172172015
Statistics | Chart |
Summary Statistics Month Cumulative
1/21/2015 12:29:02 PM |
Mean |231.25 220.86
so 8.19 9.48
v 3.54 4.29
Points 20 148
Current Fixed Mean/SD/CV 224.92/13.00/5.78 ‘
-~
< > |« >

& Unty Support &5 QCNet &, Bio-Rad

i Server -

L§ Database - BIORAD_LAB

€7 User - fl - EGRt of dats
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2. Select the row you want to use to insert data a row above.
Tip: the row is inserted above the line you select.

3. Pressthe INSERT key on the keyboard. This box will appear after pressing the INSERT key.

Unity Real Time [%|

.? "

7
\““:PJ Do wiou really wank to add & new row here;

4. Select Yes

5. Now you have a line to add your data. Change date/time to accurately reflect QC run time.

Note: Date and time, including AM or PM must be in the exact formatting as automatically posted
results.

6. Enter data in the Value column(s). The Y/N Column is the Accept/Reject status (Y=Accept, N=Reject).
Add an Action and/or Comment as appropriate and Click Save.

Line added for
data
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9%, Unity Real Time

e File Select Wiew Review Analysis Reports  Tooks  Help _a %
| [ 2] | 2 o e | 2 |
MUl T.... SPC Rules| AG Rules |Evaluat...| Rejecti. Help
Lab WPane' | mnstrument | Save ‘ Sek Date ‘ ™ Group 1 =Test Infarmation H = Action C = Comments Lo
- 266149: Yitros] | Compan
S 1040121 Vitros? | Compan | | Level 1 | | | | | 5
23580: Cardiac Mark | Date & Time | value | ¥/N | rules| 2 | op | | | |
23600: Cardiac Marke|| | 121 12(24/2014 9:28 AM -lzaonar v 040 M I A Ce
111515: Coagulation || | 12z 12j25/z014 8:0Z AM - 22417 ¥ |« -0.06  IM I AR Ce
111640: Ddimer 11/3|[ | 123 12{26(2014 9:07 AM -|zz@E v [+ 0.30 M I A Ce
60563146: DRI OXV 2 124 12272014 &07 AM -|z3338 v [+ 0.65 M I A Ce
IS, Oxyeodone (Clas | [ o ojpapniasiar A v | zeze9 ¥ (v 018 M I A Ce
= BOSE3L4S: DRIOKY | ™ o joimiz01d 12:10PM |+ ] 211,43 ¥ = 104 M I A+ Ce
e 5 Ox_ymd”"e (clas || 127 12j29pz014 838 A (-] 21401 ¥ [+ 0.83 M I A | Ce
jé;:g'f::g:::;:g || 128 12j30/z014 82z A -] 20995 ¥ [+ ERTET I A Ce
52470 mmunolngy o || 127 1ZiSLZ0 mEL AM (o] 22148 Y [ 027 M I A | Ce
56300 Immunclogy 2| || 139 1/1/2015 842 Am -lzzssz v |- 012 M I A | Ce
111477: Quality HF, ||| 131 1/2j2015 8:20 Al -lzzes1 v [+ 0.1z M I A | Ce
57420: Specialty ||| 132 1/3j2015 Si04 AM -21864 ¥ [+ 048 M I A | Ce
55530: Spinal Fluid 6| |_| 133 1/4j2015 &:26 AM -lzzeas v [+ 0.08 ™ I A | Ce
S5610: Spinal Fluid 23| || 134 1/5j2015 8:28 AmM -lzsiez v (- 0.52 M I A | Ce
19970: Tumor Marker|| | 135 1/8j2015 835 AM -lzszEl v |- 068 M I A Ce
19980: Tumor Marker| || 136 1/7/2015 8:50 AM -2stas v (v 0.73 M I A | Ce
16730: Unassayed || | 137 1/8/2015 10:06 AM -l22e11 ¥ [« 0.09 1M I A Ce
64360: Urine Chemist || | 138 1/9/2015 8:32 AM - 23410 ¥ |« 071 IM I R Ce
71840: Urine Toxicole| || 139 17102015 8:23 AM ~]239.92 ¥ [+ 1.15 M I A Ce
72500 Lrine Toxicole 140 1/11/2015 835 AM ~]za927 |v [+ 110 ™M I A Ce
il 180814 Vitros3 [ Satelite| || 141 1}12/2015 8120 AM <z |v [= 0.63 M I A C+
| | 142 1/13/2015 8141 Am -lzsrae v - 0.95 ™ I A | Ce
| | 143 1/14/2015 8104 Am -lzsse2 v [+ 0.67 M I A | Ce
[ 144 1/15/2015 8:34 AM - I AR C
| | 145 1/15/2015 8134 Am -24z61 ¥ [+ 136 M I A | Ce
| | 148 1/16/2015 8190 Am -lzs99s v [+ 116 M I A | Ce
| | 147 1/17/2015 8110 M -24a61 ¥ [+ 151 M I A | Ce
| | 148 1/18/2015 8125 Am -l219.76 v [+ -0.40 M I &H+« Ce
| | 149 1/20/2015 8:23 Am -l219.78 ¥ [+ 040 M I A Ce
| | 150 1/21/2015 8148 Am B =R -0.35 M I A Ce
151 1/21j2015 12:29PM |~ I A C ~
Point Data | Summary Data
Statistics | chart |
Summary Statistics Month Cumulative |
1/15/2015 8:34:01 AM
Mean 231.25 220.86
L S T 9.48
v 3.54 4.28
Points 20 148
Current Fised Mean/SD/C¥ | 224.92/13.00/5.78 |
~
< >« >
& Unity Support & Qchet & Bio-Rad (3] server - Unity E fl Database - BIORAD_LAB € User - jil - Edit all data
74 start [ Uity Real Time R, Unity Real Time | Document1 - Microsof &> W@ 1o3Pm

Note: For point data only, Unity Real Time 2.0 automatically adds a comment to the row stating the inserted
data is not evaluated against SPC rules. A green arrow, C « appears for the row indicating the comment has
been added. The operator’s initials will be added in the OP column.

Note: Data points entered by manually inserting a data row will fall to the Bench Review screen after clicking
Save. Users should complete the Bench Review task after entering data.

Single Test Point Data Entry

1. To manually enter data for a single test on a specific lot of QC, double-click a test in the Lab, Panel, or
Instrument navigation tree. The Data Entry dialog box appears.

2. Select the last row and change date/time to accurately reflect QC run time.
Note: To enter data for a previous date/time, see section Manually Insert a Data Row.

3. Enter data for all levels necessary and click Save.
Multi Test Point Data Entry

1. To manually enter data for multiple tests on a specific lot of QC, click the Multi Test Data Entry button in
the toolbar.

2. Select the Lab, Instrument, Lot and Date/Time you want to enter data for using the dropdown boxes.
Change date/time to accurately reflect QC run time.

3. Enter data for all tests/levels necessary and click Save.
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SUPERVISOR REVIEW
Supervisor Review function allows supervisory personnel to retrospectively evaluate data.

Supervisor Review supersedes Bench Review, this means that:

e Supervisor review will contain all un-reviewed data for a selected data set. This includes data that has not
yet been reviewed in Bench review.

o Data reviewed from Supervisor Review is removed from Bench Review, even if it has not been reviewed
from Bench Review

Procedure Notes
e During Bench Review ensure that an evaluation mean and SD is available for each test being reviewed. If
the mean and SD field are blank, the Unity Software is NOT evaluating this QC against a fixed mean and

SD, it is instead using a floating mean and SD to evaluate QC data.

1. To evaluate QC correctly, review the instrument QC data file for the analyte to determine the correct
fixed mean (baseline mean) and SD. Ensure that current QC data is within 2 SD of the baseline mean

from the instrument.

2. Notify the Supervisor or Lead Tech to enter the fixed mean in the Unity system.

[~ Reviewed

¥ Refreshevery |10 El: seconds

Reviewe Lab Mum | Lot MU || Analyte ¢ | Reagent Date) Time Level |Valug | Evaluation Mean | Evaluation S0 |z Stabus | By | Action
[T 266149 16730  Albumin Slide generation #£05 6i4j2014 10:13:28 P 2 4.06 4.05 0.15 0.07 [¥ accept 1M
™ 266149 186730 Albumin Slide generation #05 6i5/2014 12:12:22 &M 1 2,43 2,47 0.07 0.5 [+ Accept 1M
™ 2¢6149 16730 Albumin Slide generation #05 6f5/2014 10:12:49 &AM 1 2,49 2,47 0.07 0.29 [ Accept 1M
™ 266142 16730 Albumin Slide generation #05 6{5/2014 10:12:49 AM 2 4.04 4.05 0.15 -0.0 [v¥ Accept 1M
™ 266142 16730 Albumin Slide generation #05 6{5/2014 11:45:02PM 1 2,45 2,47 0.07 0.2 [v¥ Accept 1M
™ 266149 16730 Albumin Slide generation #05 6/5/2014 11:45:02 PM 2 4.03 4.05 0.15 -0.1 [¥ Accept IM
™ 266149 16730 Albumin Slide generation #05 662014 10:26:04 PM 1 242 247 0.07 -0.7 [¥ Accept IM
™ 268149 16730 Albumin Slide generation #05 6i6/2014 10:26:04 PM 2 .03 .05 0.15 0.1 [+ Accept 11
™ 266149 186730 Albumin Slide generation #05 6{7/2014 10:353:05PM 1 2,45 2,47 0.07 0.14 [+ Accept 1M
™ 2¢6149 16730 Albumin Slide generation #05 6{7/2014 1003305 FPM 2 .00 4,05 0.15 0.3 [ Accept 1M
™ 266142 16730 Albumin Slide generation #05 6f8/2014 10:31:32 PM 1 2.41 2.47 0.07 0.8 [v¥ Accept 1M
™ 268143 16730 Albumin Slide generation #05 6f8f2014 10:31:32 P 2 3.97 4.05 0.15 0.5 Iv¥ accept 1M
[T 266149 16730 Alkaline Phosphatase  Slide generation #8 642014 10:16:57 P 1 101,10 101,20 350 -0.0 [¥ accept M
[T 266149 16730 Alkaline Phosphatase  Slide generation #8 B/4/2014 10116:57 PM 2 37270 3TLED 15.00 0.10 [¥ accept M
™ 266149 16730  Alkaline Phosphatase  Slide generation #6 Bi5f2014 11:48:21 PM 1 101.00 101.20 350 -0.0 [¥ accept 1M
[T 266149 16730  Alkaline Phosphatase  Slide generation #6 6/5/2014 11:48:21 PM 2 375,30 37L.20 15.00 0.27 [¥ accept 1M
7 266149 16730 Alkaline Phosphatase  Slide generation #6 g6f2014 10:2023PM 1 103,50 101.20 350 0.66 [V accept 1M
7 266149 16730 Alkaline Phosphatase  Slide generation #6 gl6j2014 102023 M 2 383,30 37L.20 15.00 0.81 [V Accept 1M
[ 266149 16730 Alkaline Phosphatase  Slide generation #8 672014 10:36:24 P 1 102.90 101.20 3.50 0.49 I¥ accept 1M
[T 266149 16730 Alkaline Phosphatase  Slide generation #8 672014 10:36:24 FM - 2 37R.10 37120 15.00 0,33 [¥ accept M
[T 266149 16730  Alkaline Phosphatase  Slide generation #8 B/8/2014 10:34:51 PM 1 104,50 101.20 3.50 0.9¢4 [¥ accept 1M
™ 266149 16730  Alkaline Phosphatase  Slide generation #6 Bi5jz014 10:34:51 PM 2 380,80 37L.Z0 15.00 0.64 [¥ accept 1M
[T 266149 16730 ALT (ALAT)GPT) Slide generation #11  6/4/2014 10:17:07 PM 1 47,30 [v¥ accept 1M
[T 266149 16730 ALT (ALAT)GPT) Slide generation #11  8/4/2014 10:17:07 PM 2 107,50 [v¥ Accept 1M
[T 266149 16730 ALT (ALAT)GPT) Slide generation #11  &/5/2014 11,4831 PM 1 47,90 ¥ Accept 1M
7 266149 16730 ALT (ALAT)GPT) Slide gereration #11  6/5/2014 11:48:31 FM 2 106.70 Iv¥ Accept 1M
[T 266149 16730 ALT (ALAT/GPT) Slide generation #11 662014 10:29:33PM 1 41,80 [¥ Accept IM
7 266149 16730 ALT (ALAT/GPT) slide genetation #11  6/6/2014 10:29:33 M 2 105,40 [¥ accept 1M
7 266149 16730 ALT (ALAT/GPT) Slide genetation #11  6(7/2014 10:36:33 PM 1 42,60 I¥ accept 1M
[T 266149 16730 ALT (ALAT)GPT) Slide gereration #11  6/7/2014 10:36:33 FM 2 106,30 [v¥ accept 1M
™ 266140 16730 ALT (ALAT/GPT) Slide generation #11 6f8/2014 10:35:01 PM 1 44,10 4395 2.56 0.0& [v¥ Accepk 1M

All QC data must be programmed using the established naming conventions. If QC is not programmed

correctly it will not appear in the Unity system. It is unacceptable to have valid QC that is not available for

review in the system. If QC does not appear in Unity, it must be re-run with the correct naming
conventions. It is not adequate to have merely an instrument printout in the QC file to document QC

review.

If the Accept/Reject status of a QC point is changed after Bench Review has been completed (such as
during Supervisor Review), the data point will re-appear in the Bench Review screen.
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