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Name of procedure:
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1.  PURPOSE

This procedure describes the process for using Unity Real Time software.

SCOPE

Unity Real Time 2.0 is a software program used to review, evaluate and study Quality
Control results. This software is also used to submit the monthly QC results to Bio-Rad
Company for cumulative evaluation against the peer group.

This SOP is written for both technical and administrative staff.

RESPONSIBILITY

Technical staff is responsible for performing and complying with this procedure.
The Technical Supervisor is responsible for content and review of this procedure.

DEFINITIONS

Mean: The mean is defined as the arithmetic average of a set of data points.

Standard Deviation (SD): The standard deviation quantifies the degree of dispersion of
data points about the mean and is used to set limits upon which control result
acceptability is determined.

Standard Deviation Index (SDI): is used to compare a laboratory’s results to its
consensus group. The target SDI is 0.0, which indicates there is not any difference
between the laboratory mean and the consensus group mean.

Bias: Bias measures how far your observed value is from a target value.

Coefficient of Variation (CV): a measure of variability
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Z score: The number of standard deviations a control is from the mean
Z = Observed Result — Expected Result
SD

S. PROCEDURE
5.1 User Log In:
Log in using 6 digit Quest Diagnostics employee ID number.
5.2  Describing the system:
A. Main Page:

Before doing any activities on Unity Real Time the main page always needs to be
clear, that means nothing but the lab numbers (on the left) should be visible on
the screen.

"B Unity Real Time
File Select Wiew Review Analysis Advisors FReports  Tools  Help

5 e L3 = | b ]
Panel TAGIE T

Ear

= Test (5] rulEi=l J Souden

SR Rulesl A Fules

= ol @ =
Evaluat...| Rejech... Help Logoff

Lal IPaneI | I.nstrumentl
“u 544188: SGAH Vista 1 S
544191: SGAH Vista 2 5
544208: SGAH Vista 3 S
216442: WAH Centaur 1
275159: GEC Xpand 2 £ -
278307: Mot in use (Extr: .

137244: SGAH Centaur 1 5 -

544235: GEC X-pand 1
544211: WAH Vista 1 S.

544223: WAH Vista 2 S
836761: PgAH Stago 1 !
836773: AH Stago 2 ¢
836785: QFC Stago 5.
835797: WAH Stago 1 =
“u 836344: 'WAH Stago 2 £

Lab Numbers Clear Back Ground

B. Navigate the test page:
Start by selecting the Lab number, Lot number and the test.

‘E%—:; Uity Real Timee

EIJ File= Se=l=ct Lo =Lt Fewisww
\

Nm‘9\l~;f‘r'|-el I Imstrument I
Elpliaa S5 152 SEAaH Vista 1 - |
EI % 16 7S —baassoye |
i 5')"'-4..,,.I Alburmim |Brorms Lot Number

f"’\- Alkalimne Phose
SNy, ALT (ALAT /G
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When a test page is opened the following information will be displayed:

Lab, Lot and Test information

Date and Time QC was run

Value of QC

Y stands for Accept; N stands for Reject
QC Rule (QC warning or rejection rule)
Z-score

Level of QC

Action Log WITHOUT a statement

. Action Log WITH a statement (Green Arrow beside the “A”)
10. Comment

11. Actual Mean, SD & CV

12. Expected Mean, SD & CV

13. Cumulative Mean, SD & CV

CoNo~WNE

Lab: 544188 SGAH Vig be: Serum
Test: Bilirubin, Total /] Ed nt, mg/dL, Mo Tempera]
: 43072018 | D 6 7 o) 8 10
I = Test Informati =
| ¢ /| [Se I\ [\
¥ | Date & Time wvalue | ¥/M || Rules | z | walue | ¥/N | Rules | =z | AY| ) ¥
¥ 453 4/1/2015 6:01 PM = 5.06 ¥ [=] 0.87 i =]
124 4/2/2015 1:52 AM v [=] 0.33 F. 1 [ =]
1 [425 <4/2/2015 9:53 am ¥ [=] 0.11 5.00 ¥ [=] 0.50 [ =
426 4/2 /2015 12:47 PM ¥ [=] 0.22 5.01 ¥ [=] 0.56 [ =
= q2F A4f2/2015 5:59 PM 5.05 ¥ [=] 0.81 . [
_ 428 4f3/2015 1:51 AM ¥ 0.11 . [
_ 429 A4f3/3015 2:53 AM ¥ 0.3 5.07 w [=1] 0.9 . [
_ 430 4f3/2015 12:41 PM ¥ [=1 0.9 5.08 w [=] 1.00 = [
[ 431 4/3/2015 5:5% FM - .98 w [=] 0.38 it} X = [
_ 432 442015 1:50 &AM ¥ [=] 0.33 ™ ) n Fd
[ 433 442015 10:00 &AM ¥ [=] 0.33 S5.01 ¥ [=] 0.56 ma X -9 [
[ 434 4f4/2015 12:42 PM ¥ [=] 0.11 5.00 ¥ [=] 0.50 M X A o
[] 435 | 4f4/2015 5:49 PM 4.95 v [=] 0.19 i Lo}
[ 436 4f5/2015 1:56 AM v [=] A 0.33 M ) § [ =]
[ AZF A4f5/2015 =57 AM N [=] 1-25 2.89 5.17 ¥ [=] 1.56 i} X . Lo
[ 438 4f5/2015 10:12 AM ¥ [=] 0.33 i} X F .1 Lo
[ 439 A4f5/2015 12:36 PM ¥ [=] 0.11 5.07 ¥ [=] 0.9 bt} ) . [
_ 440 4f5/2015 5:51 PM 5.16 w [=1] 1.50 it} ) . [
_ 441 4f6/2015 1:48 AM ¥ -0.11 it} X . [
_ 442 4/6/2015 10:08 AM ¥ [=1 -0.11 5.01 w [=] 0.56 it} X = [
[ 443 4/6/2015 12:33 PM - 5.06 w [=] 0.87 it} X = [
_ 499 462015 12:57 PM ¥ [=] 0.3 ™ ) n Fd
[ 495 4/6/2015 5:51 PM 5.03 ¥ [=] 0.59 ma X -9 [
[ 445 | AfF 2015 1:53 AM ¥ [=] 0.22 M X A o
[ 447 AfFI2015 9:56 aM ¥ [=] 0.22 5.06 ¥ [=] 0.87 M  § i c
[ 448 4fFIZ015 12:42 PM ¥ [=] -0.11 5.10 ¥ [=] 1.12 M ) § i =
[ 449 4fF 2015 5:=50 PM 5.0 ¥ [=] 0.75 i} X F .1 Lo
[ 450 4f8/2015 1:51 AM ¥ [=] 0.00 i} X F .1 Lo
[ 451 4f8/2015 2:58 AM ¥ [=] 0.00 5.12 ¥ [=] 1.25 bt} ) . [
_ 452 A4f8/2015 12:30 PM £ ¥ -0.22 5.03 w [=1] 0.69 it} ) . [
] 453 | 4/8/2015 4:07 PM [ | I | X .1 c
Foint Data | Summary Data 11
Statistics | chart | 13
Summary Statistics \\‘ Month Cumulative Month Cumulative ,/
A4/8/2015 4:07:21 PM = A
Mean 0.93 0.92 5.05 5.02 N
SD 0.03 0.03 0.05 0.08
(=3 3.52 3.10 1.07 1.69
Points 24 327 23 =21 12
Current Fixed Mean/SD/CV | 0.91 /009989 4.92/0.16/3.25 A’T/
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C. Action and Comment:

Failed QC results should arrive with an action comment from Instrument
Manager / Data Innovation. For manual tests or if a failed QC result does not
have an Action statement, enter the appropriate Action and/or Comment as

follows:
1. Adding an Action

Rejected Rule

4f4/2015 5:49 PM

Action Log

oy

| 435

| 436 4/5/2015 1:56 AM £ 0.33

| 437 4/5/2015 9257 AM c N 25 2.89

[ 438 <4f5/2015 10:12 Am [=1] o.e= ¥ [=] 0.33

1 439 4/5/2Z015 12:36 PM [=1] o.e= ¥ [=] 0.11
1 Man AaiciaNIc Caca mna [ |

=

c

L=

c

m A c

= 0.9 ma X -9 [
L | T cn TRa - - —

a. Click on A (Action Log), shown above, for the specific failed QC and

the following page opens up.

Lab: 544185 SGAH Vista 1 5.N. 330564
Lot: 16750 Unassayed Chemistry

Test: iirubin, Total/TBIL, Jendrassik Grof, Siemens Dimension Vista, Dedicated Reagent, mg/dL, No Temperature

+ AC. Repeat contral with freshly poured QC accepted.
+ AC. Control repeat failed. Troubleshooting - Patient testing suspended.

+ AC. Control: repeated level 2 - Accepted.
+' AC. Control: repeated level 1 - Accepted.
v/ \AC. Control: repeated level 3 - Accepted.

Existing action:

% AC. Control repeat with fresh QC failed, Troubleshooting - Patient testing suspended.
% AC. Control repeat with fresh reagent failed, Troubleshooting - Patient testing suspend

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

Action(s] Code B

List of Actions

34 /

[AC. Test/assay repeated QC in range. (25 - 4/5/2015 10:1:33 AM)

Apply

b. Select the appropriate Action
c. Click on Apply

d. The screen will return to the test page. Click on Save to store the data.

Save

Lab: 544188 SGAH Vista 1 S.M. 330564 Lok 16750 Unassayed Chemistry Makridae Serum
Test: Bilirubin, Total/TEIL, Jendrassik Grof, Siemens Dimension Vista, Dedicated Reagent, mg/fdL, Mo Temperature
Expires: 4/30/2016 Rules: 1-2s 1-3s 2-2s

Sawe Set Date I I Group I = Test Information Fi = Action

| Lewel 1 Level 2 | | | |

| Dabde & Time walue | ¥/N | Rules | =z | walue | ¥/N | Rules | =z | or | |
[ 423 4f12015 62 PM [=1 5.06 ¥ [=] 0.87 M ) § i =
[ 424 4f2/2015 1:52 =1 o.e4 v [=] 0.33 ™M ) § F. 1 [ =
[ 425 S4f2/2015 9:53 & [=] o.a= ¥ [=] 0.11 5.00 ¥ [=] 0.50 ™™ ) § .1 [ =
[ 426 Af2 2015 12:47 PM [=] o.a=3 ¥ [=] 0.22 5.01 ¥ [=] 0.56 ™ ) § Fi [ =
[ 427 A4f2/2015 5:53 PM = 5.05 ¥ [=] 0.81 it} ) . [
_ 428 4f3/2015 1:51 AM 0.92 ¥ 0.11 it} ) . [
_ 429 A4f3/3015 2:53 AM .a5 ¥ 0.3 5.07 w [=1] 0.9 it} X . [
_ 430 4/3/2015 12:91 PM = ¥ [=1 0.3 5.08 w [=] 1.00 b ) | =N [
[ 431 4/3/2015 5:5% FM =1 .98 w [=] 0.38 it} X = [
_ 432 442015 1:50 A =1 ¥ [=] 0.33 ma X -9 ol
[ 433 4/49/2Z015 10:00 AM =1 ¥ [=] 0.33 5.01 ¥ [=] 0.56 ™ ) § A [ =]
[ 434 S4f4/Z015 12:42 PM [=1] o.e=2 =1 0.11 5.00 ¥ [=] 0.50 b ) § .1 [ =]
[ 435 4f4/2015 5:49 PM [=1 4.95 ¥ [=] 0.19 M ) § i =
[ 436 4f5/2015 1:56 &AM [=1] o.94 0.33 M ) Fi =
[ 437 A4f5/2015 9:57 am =] 1.17 = 2.89 5.17 ¥ [=] 1.56 ™™ ) § .o [ =

Aame ai=iands 1010 AR =1 n oa = A== T v = —
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Quest Diagnostics Title: Bio-Rad Unity Real Time 2.0
Site: GEC, SGAH & WAH

2. Adding a comment
a. Click on C (Comment).

fe | e e s ) e e e e - == —
| 425 4/2/2015 9:53 AM [=1 o.s=2 ¥ [=1 0.11 5.00 w [=] 0.50 b ) | = [
J 426 4272015 12:47F PM [=1 o.s3 ¥ =1 0.22 5.01 w [=] 0.56 ™ X = [ o
[ 427 A4f2/2015 5:54 PM = s ¥ [=] 0.81 ™ ) = Ce-]

428 | 4f3/2015 1:51 Am [=1] o.e= . >
j 429 | 432015 9155 A [=] o.es Comment 7 ¥ [=] 0.9 m ] A il (o]
1 430 4f3/2Z015 12:41 PM [=] o.as5 8 ¥ [=] 1.00 M  § i c
1 431 4f3 /2015 5:54 PM = 4.98 ¥ [=] 0.38 M  § i c

b. Type the appropriate comment. Then click on OK.

x
Lab: 544158 SGAH Vista 1 5., 330564
Lot 15750 Unzssayed Chemistry
Test: Albumin, Bromcresol Purple (BCP), Siemens Dimension Vista, Dedicated Reagent, g/dL, No Temperature
Existing comment:
New comment:
I - |
A 4
\ 0K Cancel

c. The screen will return to the test page. Click on Save to store the data.

Lab: 544188 SGAH Vista 1 S.M. 330564 Lok 16750 Unassayed Chemistry Makridae Serum
Test: Bilirubin, Total/TBIL, Jendrassik Grof, Siemens Dimension Vista, Dedicated Reagent, ma/fdL, Mo Temperature
Expires: 4/30/2016 Rules: 1-2s 1-3s 2-2s

Sawe I Set Date I N Group I = Test Information FiL = Action

| | Lewel 1 | Level 2 | | | |

| Date & Time wvalue | v/m | Rules | =z | walue | v/Mn | Rules | z | or | | |
[ 423 W1/2015 6201 PM =1 5.06 ¥ [=] 0.87 M X F: [
[ 424 W2/2015 1:52 AM [=1] o.94 ¥ [=] 0.33 M ) § i =
[ 425 W2/2015 9:53 AM G2 ¥ [=] 0.11 5.00 ¥ [=] 0.50 b} ) Fi =
[ 426 H27/2015 12:47 PM .as ¥ [=] 0.22 5.01 ¥ [=] 0.56 i} X F .1 Lo
[ F 5:5<4 PM 5.05 ¥ [=] 0.81 ] X F. 1 [
_ F 1:51 am [=] o.92 ¥ 0.11 it} ) . [
— Save F 9:54 am [=] o.e5 ¥ 0.4 5.07 v [=] 0.94 ™ X Fid c
_ F 12:41 PM [=1 o.ss ¥ [=1 0.3 5.08 w [=] 1.00 b ) | = [
[ TSI ST S7=S0TI5 5:54 PM [=1 .98 w [=] 0.38 it} X = [
_ 432 442015 1:50 &AM [~ ¥ [=] 0.33 ™ ) n Fd
[ 433 442015 10:00 &AM ¥ [=] 0.33 S5.01 ¥ [=] 0.56 ma X -9 [
[ 4349 4f4/2015 12:42 PM ¥ [=] 0.11 5.00 ¥ [=] 0.50 m ] A (o]
[ 435 442015 5:49 PM 4.95 ¥ [=] 0.19 M X A (=]
[ 436 452015 1:56 AM ¥ [=] 0.33 M X = L -
[ 437 A4fS/2015 9:57 am N [=] 1-25 2.89 5.17 ¥ [=] 1.56 b} ) i =

ATR | AMEMIAAIE 1017 AR ~ n == ™A w = L

D. To pull up Levey Jennings Chart:

Go to main page (refer to section 5.2.A)

Click on the lab number and the desired QC lot number.
Highlight the desired test by clicking on it just once
Click on LJ Tab

q—' Unity Real Time

File Select Wew Review Analusic Adwvienre Beports Tools Help

APwnhE

. ~ || LiTab = | &
Lab Lot Test T .. L] Multi-L]
Lab I Panel I Instrument I

E-u 544188: SGAH Vista 1 «
=-f5 16750: Unassayes

Highlighted Test

"
N Alkaline Phosg
{%, ALT (ALAT/GP

r
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Quest Diagnostics

Site: GEC, SGAH & WAH

Title: Bio-Rad Unity Real Time 2.0

o

Adjust the date as desired

6. To include or exclude peer group on the Levey Jennings Chart:
a. Click on Options

Fram: T

I Gverlay levels Level:

[z 701 =] [+ azo1s =] 4lp| | options h FliFa

Options

b. The Options page provides users the tool to view the levey jennings
chart in different ways.

Peer will put the data against all the labs which use the same QC
material on the same type of instrument. To include peer group

select “Peer”.

Method will put the data against all labs which use the same QC
material on the same method of measurement.

To exclude both Peer group and Method, select “Your Laboratory”

c. After selecting the options, click on OK.

T Yaour labasston

-
- -

Ganeral | Lavey-Jermings | Hesder | Unes  Graph Agsnar | Peer
\ = cou‘m:u’ly-/

" P

~ mines | Method

Your

€5 1 Manth

=

b M T |

L bl

Drefault

Laborato & Montha
] [Y - \’-umululk Da_tc

rmm:l__-_ ) v' Tn:l_"'.'- =

OK

 Apply to sl usars
45 Apply L0 CUTTENT uBEr
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Site: GEC, SGAH & WAH

Title: Bio-Rad Unity Real Time 2.0

E. Bench Review:
Technologists are required to do a review at the end of each shift. Bench
review will provide a summary of all the QC which was run during a shift and
day. It will indicate whether a failed QC was repeated or not and if every QC
failure has the right Action and/or Comment.

1.
2.
3.

Go to main page (refer to section 5.2.A)
Select Review
Select Bench Review

’_ﬁ Unity Real Time

Review M Analysis Advisors FReports Tools Help

Bench

©oN A

11.

12.

13.

14.
15.

Bench Review €=—<{ri=re 7 | | ‘ .
Supervisor Review F2 B | mulFeL REVIEW

Lab |Panel | Instrumentl
-iw S44188: SGAH Vista 1 5
Ry 544191: 5GAH Vista 2 5
-ilw FH4208: SGAH Vista 3 5

S M ASAAT WAL S e A

3 -

On the Data Review select Lab

Turn the Refresh page off by unchecking it.

For Lab Number, either select All or a specific Lab.

For Lot Number, either select All or a specific Lot.

For Instrument, either select All or a specific instrument.

For Data, first select Include rule violations or data with Action or
Comments.

. When the data appears on this page, there will be three different colors:

White, Pink and Orange.

a. Data in White: Shows the QC which is within acceptable ranges,
however, it has been rejected since the other level or levels failed. Put
a check mark next to Reject and it will automatically change to
Accept.

b. Datain Red: Shows the quantitative QC failure Ensure failed QC has
an appropriate action and/or comment indicated.

c. Data in Orange: Shows the qualitative QC failure. Ensure failed QC
has an appropriate action and/or comment indicated.

When reviewing the failed QC, check mark the left side of the test which

is desired to review in detail, then click on Go to Data Entry tab. This

will pull up the test page where tech can see both repeated QC and the

action/comment.

When reviewing the Action and/or Comment, just position the mouse on

the Action column of the failed QC without clicking, then the action or

comment added appears.

After making sure that all failed QC have appropriate comments and/ or

actions, check mark Reviewed.

Click on Save.

To review the rest of the data, select All Data. This will pull all QC which

was run since the last review was performed. Check mark Reviewed, then

click on Save.
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Quest Diagnostics

Site: GEC, SGAH & WAH

Title: Bio-Rad Unity Real Time 2.0

Lab number: [ (All) '

Lot number: [ (All}

|—“\

Instrument: [ (All)

L] L

12

V4

N

7 X Ny
Reviewed| Lab Nulgber | LotWumber| ControWgme | InstrumemAnalyte | Method | Reagent | Date/Time | Level| Value

Ny
Evaluation Mean | ENati

y i
les| | Status| By| Action| CummeMRElewed By| Date

Dedicate|3/22/2015 |1 92.00 79.00 10.00 N 8 [¥ Accept BV AC. Co AC a/8/2

Dedicate 3/31/2015 |1 5940 58.40 3.75 ¥ accept GO lot tgflot ¢ AC 4872

Dedicate 3/31/2015 |1 22.60 22.70 3.15 7T [# Accept GC lotgfo lot c AC 4/8/2

Dedicate 3/31/2015 |1 7.02 7.03 0.03 02 ¥ Accept 6C i to lot c AC /872

icate 3/31/2015 |1 777 7.76 0.03 024 ¥ accept GO ot to lot ¢ AC 4/8/2

3(31/2015 1 8400 87.00 7.50 -0.4 [# Accept GC lotto lot ¢ AC 4/8/2

1/2015 |1 15100 148.00 11.25 027 ¥ Accept 6C ot to lot c AC a/8/2

82.00 7630 2.00 285 1-25] [ Reject BV AC.Co ENTERIN AC 4/8/2

76.00 76.30 200 -01 [ Accept BY AC.Fa AC 4/8/2

15 97.00 108.00 23.50 0.4 [¥ Accept U1 SAMELOT AC a/8/2

238400 2667.00 480.00 -0.6 ¥ Accept U1 SAMELOT AC 4/8/2

IV sad11 16750 Unassayed Ch Siemens Di ALT (AL UV with Dedicate 4/8/20151 2 108.30 10100 3.50 209 1:25] [T Reject M AC.Te AC 4/8/2

| | F s; 16750 Unassayed Ch Siemens Di CK (Cre NACAct Dedicate 4/8/20151 2 500.10 477.00 10.00 231 125 [~ Reject M AC.Te AC a/8/2
| | ¥ s4nes 40870 Immunoassay Siemens Di Gentam Immun Dedicate 4/8/20151 3 923 820 043 240 125] [T Reject M AC.Te AC 4/8/2
[V 544208 16750 Unassayed Ch Siemens Di ALT(AL UV with Dedicate 4/8/20154 1 28.40 32.00 175 20 125 [T Reject  AC.Te AC 4/8/2

| | @ se20m 16750 Unassayed Ch Siemens Di ALT (AL UV with Dedicate|4/8/20154 2 95.70 101.00 3.50 -15 [~ Reject M AC.Te AC a/8/2
| | ¥ 544235 16750 Unassayed Ch Siemens Di Chloride ISEindi Dedicate 4/8/20159 1 81.90 86.00 125 32 135 [T Reject IM AC.Re AC 4/8/2
| | ¥ seass 16750 Unassayed Ch Siemens Di Chloride ISE indi Dedicate 4/8/20159 2 104.23 107.00 150 -1.8 [~ Reject M AC.Re AC 4/8/2
| | ¥ saass 16750 Unassayed Ch Siemens Di Potassiu ISEindi Dedicate 4/8/20159 1 371 3.97 006 43 135 [~ Reject IM AC.Re AC 4/8/2
| | ¥ 544235 16750 Unassayed Ch Siemens DI Potassiy ISF indi Dedicate 4/8/20159 2 652 545 0.10 0.70 [~ Reject IM AC.Re AC 4/8/2
| | ¥ sesss 16750 Unassayed Ch Siemer indi Dedicate 4/8/20159 1 11641 123.00 145 45 1-35| [ Reject IM AC.Re AC 4/8/2
[V 544235 16750 Unassayed Ch Sieme: 11 indi Dedicate 4/8/20158 2 14871 153.00 1.60 20 225 [~ Reject IM AC.Re AC 4/8/2

| | ¥ s 40870 Immunoassay Sieme: Dedicate 4/8/20156 1 0.61 0.65 007 05 [ Reject IM AC.Re AC a/8/2
| | seass 40870 Immunoassay Sieme . E Dedicate 4/8/20159 2 4.58 525 042 -16 [~ Reject M AC.Re AC 4/8/2
[ sea3s 40870 Immunoassay Sieg TSH NEIA  Dedicate 4/8/20159 3 24.20 29.50 2.10 25 1-25| [ Reject IM AC.Re AC 4/8/2

| | @ sass 51960 Ethanol/Agg@#@emens Di Ethanol Bgyma Dedicate 4/3/20159 1 3624 30.70 3.10 11 [ Reject IM AC.Re AC a/8/2
| | ¥ seass 51960 Et Amm Siemens Di Ethanol EnzyMg Dedicate 4/8/20158 2 86.14 87.00 6.50 -13 [ Rej AC 4/8/2
[ ss4z3 51960 hanolfAmm Siemens Di Ethanol Enzyma “yedicate 4/8/20159 3 23140 260.00 13.00 22 125 [ Reje AC 4/8/2

| |  sas 2 Immunoassay Siemens Di T4, Fre |Chemilu DeWigate 4/3/20159 1 0.9 1.05 0.05 12 [ Rejel 14 AC a/8/2
| | ¥ 40870 Immunoassay Siemens Di T4, Fre Chemilu Dedicdg4/8/20159 3 520 5.50 020 2.0 125 [ Reje AC 4/8/2
51840 Ethanol/Amm Siemens Di Ammoni Enzyma Siemens /20151 1 87.00 57.00 6.15 488 1-35] [~ Reject M JJC. Co AC 4/8/2

| 51940 Ethanol/Amm  Siemens Di Ammoni Enzyma Siemens 483513 313.00 310.00 13.00 023 [ Reject ™ Jic. Co AC a/8/2
544235 40870 Immunoassay Siemens Di TSH  EIA  Dedicate 4/8/2000 3 22 1-25| [T Reject IMJAC.Re AC 4/8/2

Manage Columns

Manage Expected Tests

Supervisor Review:

Supervisor review steps are exactly the same as bench review with only one

w,amnﬁs
Go to Data Entry

Go o Chart | ‘ Save

exception; instead of selecting Bench Review select Supervisory Review. It
is performed by Supervisor or designee on a daily basis. This review enables

the reviewer to double check the technologists’ review one last time before

saving it as reviewed; once the data is saved it can no longer be edited.

Entering QC manually:
Unity Real Time automatically downloads data from the instruments which it

communicates with. For manual tests and in the event of LIS downtime or
software problems, QC data must be entered in Unity Real Time manually.

To enter data manually:
1. Go to test page (use instructions in section 5.2.B)

2. The last row is always blank; pay extra attention to the lot numbers and

enter the data in the appropriate column.
3. Unity Real Time automatically calculates the Z-score and flags if there is a

failure.

4. If there is a failure, trouble shoot and add the appropriate Action and/or

Comment. Press

Save.
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Quest Diagnostics Title: Bio-Rad Unity Real Time 2.0
Site: GEC, SGAH & WAH

Lab IPanEI | Tnstrument | Lab: 54@135 SGAH Vis tall s NI 330564 Lok 1575 Matric gerum
Test: Albumin, Bromcresol Purple (BCP), Siemens Dime: eagent, g/dL, No Temperature
& 5%4112355'33:3\;‘::;‘ |Expiras: 4/30/2016  Rules: 1 a[B1 3)5 2-25 Step 4 st o "
P
§ ::::INIHE:OTH save @ Set Date | I = Test Information F = Action
nnnnn r
S, ALT (ALAT/GP | Level 1 Level 2 | | | | |
Ry, Amylase|CNP | Date & Time | value | ¥/N| Rules| z | value | ¥/N| Rules| =z | op | | |
""" % AST (ASAT/GC 434 432015 9:48 AM =l 277 ¥ = 020  4.01 ¥ =] -036 IM 1 F-4 c
% Bilirubin, Direc | 435 4/3/2015 12:28 PM =] 2.70 ¥ B -0.50 3.97 ¥ = 073 1™ 1 A C
""" 1, Biirubin, Total 7| az6 a/3/2015 5:43 pm = 4.01 ¥ =] 036 1M I A Cc
% Caldumjo-cre: | 437 4/4/2015 1:48 AM Bz= Y =] -0.30 ™ I A C
""" k E::!::EEE: _ 438 4/4/2015 9:52 AM [=] z.68 ¥ = -0.70  4.03 ¥ [=] 0.18 IM I A C
_____ S Cholesterol, T _| 433 s/4/2015 12:28 PM [=] 2.68 ¥ [=] -0.70  3.95 ¥ = 0.91 IM I A C
A CK {Creatine b [ 440 4/4/2015 5:46 PM =] 3.98 ¥ = 0.64 IM I F. 4 C
_____ fa CO2 (Carbon [ 441 4/4/2015 6:36 PM [<] z2.7% ¥ [ 0.40 4.04 ¥ =] 0.09 IM I F. 4 C
/%, Creatinine Jalk | 442 4/5/2015 1:47 AM =] 274 Y =& -0.10 ™ I A C
..... £ GGT (Gamma 1 _ | =43 4/5/2015 9:49 AM [=] 273 ¥ =& -0.20 410 ¥ = 045 IM 1 A C
{4, Glucose|Hexo | 444 4/5/2015 12:31 PM =] 2.69 Y = -0.60 3.98 ¥ = 0.64 IM I A C
..... (%, Iron|Ferensls [ 445 4f5/2015 5:42 PM =] 4.00 ¥ =] 0.45 IM I A c
{4, Lactic Acid |Lay [ 446 4f6/2015 1:45 AM [=] 271 ¥ =] -0.40 ™ I A c
----- (%, LD {Lactate Dy _ 447 4f6/2015 2:43 AM =] 272 ¥ = -0.10  4.01 ¥ [=] 0.36 IM I A C
{%, Lipase|Colorim _ 448 4f6/2015 12:23 PM = 4.02 ¥ [=] 027 1™ I A C
""" 3%, Lithium [Colorin | =43 4/5/2015 12:54 PM =l 271 ¥ = 0.40 ™ ) | a C
%, Magnesium i | 450 4/8/2015 5:44 M =1 4.05 ¥ [=] 0.00 | IM I B C
""" % Osmalality [Fre | as1 4/7/2015 145 am = 275 ¥ = 0.00 ™ I A C
S, Phosphorus P 452 | 4/7/2015 9:49 AM =l 27 ¥ = 0.10  4.09 ¥ =] 036 IM I -3 C
""" N PotassiumISE | 53 4/7/2015 12:30 PM = 271 ¥ = 0.40 401 v = 036 | IM 1 A C
_____ & E'Z‘E'""I-'S—:ta‘ | 454 4/7/2015 5:45 PM =] 402 ¥ [ 027 ™ 1 A | C
Py ;Eéu?rmwr _ | 455 4/8/2015 1:42 AM [=] 273 ¥ =& 0.20 ™ 1 A C
_____ A Trighro Erdes If _ | 456 4/8/2015 2:50 AM [=] 274 ¥ = 0.10  4.08 ¥ = 027 M I A C
[ 457 4f8/2015 12:25 PM [=] 275 ¥ = 0.00 4.05 ¥ =] 0.00 ™ I A c
[ 458 4/8/2015 5:38 PM =] 4.09 ¥ =] 0.36 ™ I A c
w-BE _ 459 4f9/2015 1:42 AM =] 275 ¥ = 0.00 ™ I A C
= -:, 29830: cﬁrda(M _ 460 4f9/2015 2:50 AM =] 275 ¥ = 0.00 411 ¥ [=] 0.55 ™ I A C
E ; <40870: Immunoas _ 461 4/9/2015 12:28 PM =277 ¥ [=] 0.20 .08 ¥ [=] 027 IM I A C
-5 51940: Ethanol /& | 462 4572015 5:44 PM = 3.99 ¥ [=1 0.55 M I A | C
[E ; 66300: Immunolog _ 463 4/10/2015 1:99 AM [+] 274 ¥ [ 0.10 ™ 1 A C
- 55530: Spinal Flui | 464 4102015 8:28 AM I F. 4 C
e 55620: Spinal Flui
E g &4380; Urine Cher || |_Peint Data_[Summary Data |
G- 71830: Urine Toxi
B 72500: Urine Toxi Statistics |Chart |
e 5: 40850: Immunoas
B 52480: Immunolog Summary Statistics Month Cumula Month Cumulative
e 544191 SGAH Vista 2 4/10/2015 8:28:13 AM
[ a 544208: SGAH Vista 3_ M{za: 272 2.74 4.04
Fl-jia 216442: WAH Centau SD 0.03 0.04 Step 2 0.06
[ w 275159: GEC Xpand 2 o 1.28 147 1.43
F-a 278307: Notin use (E Points 30 335 - 337
B -fa 137249 SGAH Centau
G- a 544235 GEC ¥-pand Current Fixed Mean/SD/CV | 2.75/0.10/3.64 | 4.05/0.11/2.72
Bl 544211 WAH Vista 1';|

H. Printing Reports:

This software provides the following reports:

e Point Data Report is useful for reviewing all point data for a specific date
range such as a month or quarter.

e Summary Report shows Level, Mean, SD, CV, number of data points for
each test in the selected data set and active rules.

e Statistical Report shows the percentage of point data that did not violate
any active SPC (Statistical Process Control) rule or analytical goal. It
provides a helpful overview of how well the laboratory is meeting its
performance goals. The report shows Cumulative statistics for the test and
statistics for each calendar month.

e Supervisor’s Report shows data points that violate a SPC rule set to
Reject, violate a SPC rule set to Warn and have an action or comment
attached.

e Operator’s Report shows the following statistics for each test entered by
operator: Operator, Mean, SD, CV and Number of data points.

e Data Review Report documents the review of point data from the Bench
Review and Supervisor Review. It contains the following information for
each data point: Date and time the data was generated, Operator initials,
Value for each level, Associated actions and comments (if any),
Accept/reject status, Initials of the person performing the Bench Review
or Supervisor Review, and Date and time of the Bench Review or
Supervisor Review.
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Quest Diagnostics
Site: GEC, SGAH & WAH

Title: Bio-Rad Unity Real Time 2.0

1. To print any report, first the “Reports” tab needs to be activated.
a. Go to desired lab number
b. Select desired or a random lot number

C.

mEyr el Thinmme

High light desired or a random test

e
o
C, ALT {ALATSH

Alkaline Phose

Advisors Reports Tools Help
e, — =
Mult T. . L3 MMulti-L 3

Activated “Reports” tab

To print the Supervisory Report:

a. Under Reports tab, select Supervisory
b. Then select Supervisor’s Report

lvisors | Reports Tools

Data Review...

General

4
|-
o

.

Charts

Listings
Configure...

e

S@ oo

Select OK

Supervisor's Report

Audit Trail. ..
RILIEAK Feporks

£ ;

=38

Help

Alt+F10

Select the desired date

Always select Current Lab

Check both Reject and Action or Comment
Select Display all rule violations

Select Display all actions

From: o
| EN 1.-“21315} e | /' 3/31/2015 |
I‘ —
£ sl data / L =TT T S— 4
& Curren t lot 3 & Current test
Select items to include:
el mEmEE — 5
r wWwarn
<
I~ Action or Comment =
= Display allrule viclations @
£~ Display selected rule violations onhyr 6
1-2s - I
1-2.5s
1-3s
2-2s ~1
* Display all actions g, 7
<
+ Displayselected actions aonly
AC. Repeat control with freshly poured QC acceptad. 3= -
AC. Control repeat failed. Troubleshooting — Patient te... S0
AC. Control repeat with fresh QC failed. Troubleshooti. .. =1
AC. Control repeat with fresh reagent failed. Troubles. .. a2
AC. Control: repeated level 2 - Accepted. 51 bl |
Filter comments by selected text:
— 8
oK Cancel |
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Quest Diagnostics

Site: GEC, SGAH & WAH

Title: Bio-Rad Unity Real Time 2.0

File Select WView Review Analys| 1

To add or edit employee information: (Supervisors Only)
To add a new employee to Unity Real Time, assign/unassign labs, or to edit a
current employee’s file (including changing or unblocking an employee’s

password):

1. Select Tools tab

2. Select Security

3. Select Administrator

Tools Help

3

L BN | T & L
- i . ;
Lab (Lot Test Panel | | MUl T, LT IR Pl erEoEr 2T
B b
s 5 r
Lab I Panel I Instrumentl * 4 Htlhltles Uipdate license
- 544188: SGAH Vista 1 ! .:_ Actions and Comments » Change Password z .f
544191 SGAH Vista 2 ! Setup... o i
g
Vi 544208: SGAH Vista 3 ¢ > WAEE » TN T 4 L
. 71A447 WAH Cantanr N - N . A |

4. To add a new employee information select New

—Userprofil

User ID: User name:

[z2dmin 1

Password:

I xxxxxx Isa

T Setpassword expiration period to:
Mewer =
= Applied to this useronly
£ Applied to allusers

I+ Administrator

Account status: Active Unlock

Delete

| [ assion LabNumbers ||

[ Data

= Edit all data

¥ Edit last line

f Enter new data only
 Wiew data only

Rules and setting
I~ Edittestsettings/rules

—Labs, lots, tests, and panel

¥ Manage labsflots/tests
I~ Deletelabsflots/ftests
¥ Manage panels

—Administration/s ot
IV Manage users
¥ Edit action loa 4

¥ Edit setup options
I~ operator setup

—Data handling
¥ communicate with Unity Interlab
¥ Import data

I~ Export data

I~ Graphingoptions

¥ Actions/Comments by Instrument

—Data Rewiew

I~ Bench Rewview
I~ Supervisor Review

—Databas

¥ Archive and restore
¥ condensedata
I~ Reconcile data

T RILIBAK:

I~ Start LIMEfrelease data
¥ | Disable LIME and cycles (POCT)

¥ | Close cycles manually

(s ]

Cancel I Appiv I

Enter employee’s six digit QD Employee number for User 1D
Enter employee’s first and last name under User Name

Enter employee’s Initials

5

6.

7. Provide a temporary password
8

9. Select Enter new data only

10. Select both Graphing Options and Action/Comments by Instrument

11. Select Bench Review

12. Select Edit Action Log

13. Select Apply

14. Select Assign Lab Numbers
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Quest Diagnostics
Site: GEC, SGAH & WAH

Title: Bio-Rad Unity Real Time 2.0

Administrator

—Userprofil

User ID: Us

[ Data

er name:

I =1
Pas;nrd: Initials:

«— Edit all data
4~ Edit last line
€~ Enter new data only’

! / I
™Mi Password Lefgth: f
= = 5

\ = Wiew data only

characd

5 == 7 8 6

Rules and setting

I Edittestsettingsfrules

—Labs, lots, tests, and panel

MNever =
= Applied to this useronly
£ Appliedto allusers

I administrator

Account status: Active

T =t password expirabion period to:

14

I ™Manage labs/flots tests
I Deletelabs/lots/t
™ ™manage panels

— Data handijps®

Unlock | nsmient feie

petete |

Assign Lab Mumbers r

r—Administration/setup

I Manage users

I Edit action le,
T Editsetup optifns
I operator setup

T Actions/Comments by Instrument

Mmunica te with Unity Interlab 10
I Export data
I Graphingoptions

[ Data Review

™ Bench Rewi
I Supervisor Rewview

—

11

\ —RILiBA}
Databas I Start LIME(release data
I Archive and restor% I | Disable LIME and|cycles (POCT)
T condensedata 12 13 ememad= = cycles manually
I Reconcile data
oK | cCancel == apply |

15. Select the employee number of the individual to be edited

Assign Lab Numbers

[ 594191: SGAH Vista 2 S.M. 330677 ~1

1 S.N. ROB20002098
S.N. ROB20002100
S.MN. 2002080707

ra lab # for future use)

S5.MN. 3305649

| Select All I
Clear all I

oK 1 Cancel | Ny |

16. Assign desired Lab numbers

17. Select Apply
18. Select OK

Assign Lab Mumbc-=

admin
Lab numbers:

1372494 SGAH Centaur 1 S.MN. ROB2000

5494188: SGAH Vista 1 SN
54944191:

[er]

—

] 275159z

[1 2F8307: Mot in use {Extra lab FHMfor future use)
[ae]

[aer]

S.M. ROB20082100
S.N. 20049080707

T WAH Centaur 1

GEC Xpand 2

M. 330677 vl

o (=
Cancel I Apply /I

19. If an employee forgets his/her password and cannot log into Unity Real

Time:

a. Repeat steps 1-3 and select the correct employee

b. Provide a temporary password to the employee

c. Select OK (When the employee logs back in the Unity Real Time, it
will ask them to reset their password)
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Quest Diagnostics
Site: GEC, SGAH & WAH

Title: Bio-Rad Unity Real Time 2.0

20. If an employee attempts to log into Unity Real Time five (5) consecutive
times and yet fails to type in the right password, the system will
automatically block that individual from logging in. To unblock the
employee’s password:

a.
b.

Repeat steps 1-3 and select the correct employee
The unblock tab is activated under this specific employee who is being

worked on, Press the Unblock tab and if the employee still could not
remember his/her password, reset the password if he/she wishes.

<
—Userprofil

User ID: User name:

: < 19a & 20a
|admin <=
Password: Initials: | | =i e
[Fmmm= < ==

¢ kve data only

Minimum Passwor d Length 19b
[= —= characters and setting
Passwor d expires on & : ittest settings/rules
[rasver | | Labs.lots, tests, and panel
I setpasswor d expiration period to Lnage labs/lots tasts

[ricwer =1 20b Delete labs/flots/tests

= Applied to t s EIE EETElD

£ Appliedto allusers —Data handling
I~ Administrator ¥ Communicate with Unity Interlab
Account status: Active Unlock I I~ Import data

Mew | Delete | [ Assign Lab numbers || I~ Export data

¥ Graphingoptions
—administrations etup W Actions/Commen ts by Instrumen 't

I~
I~
I~
I~

Manage users
Edit action log
Edit setup options
Operator setup

 Databas
I+ Archive and restore
I Condense data
I Reconcile data

—Data Rewiew
I~ Bench Rewisw

I~ Supervisor Review

RILIBAK

I Start LT
| Disable
= cClose coycl

oK I

J. Adjusting QC ranges:

HPwnhE

Go to main page (refer to section 5.2.A)
Select the desired Lab Number
Select the desired Lot Number
Select the Evaluation tab

o o

Select OK

R

I,
MUt T. .

o '|

__3

= A ) |

A
2 6 & | 8| 7
JulEL) | Bar | Youden | SPCRules| AG Rules |Evaliat...

Q /il Cs

Double check the Lab and Lot number
Adjust the QC ranges by simply typing the new Mean and SD
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Quest Diagnostics Title: Bio-Rad Unity Real Time 2.0

Site: GEC, SGAH & WAH

valuation Mean/SD

Lab: |544133: SGAH Vista 1 5.M. 330564 Lotz |16750: Unassayed Chemistry

Display ¥ Anzlyte ™ Method ™ Instrument I Reagent ™ Temperature

Fixed mean and SD | Float mean and 50 | Expected Response |

| Levet 1] | | | Levet2 | | |

E {Mean SD [ m™ean sD o O
Albumin 2.75 0.10 [ Z O
Alkaline Phosphatase 94.00 8.00 [mm] 398.00 5 (]
ALT (ALAT/GPT) 32.00 1.75 [ |101.00

Amylase 70.00 2.00 [1  =62.00

AST (ASAT/GOT) 30.50 2.25 [} 216.00 [}
Bilirubin, Direct/BC (DBIL) 0.27 0.05 [} 0.82 [}
Bilirubin, Total/ TBIL 0.91 0.09 [} 4.92 [}
Calcium 8.25 0.25 ] 12.20 (]
Chloride 88.60 1.60 1 104.00 ]
Cholesterol, HDL 30.25 1.60 ] &0.10 (]
Cholesterol, Total 103.50 | 4.50 1 2s56.00 O
CK (Creatine Kinase) 148.00 3.50 [mm] 477.00 [mm]
€02 (Carbon Dioxide) 16.00 3.00 1 (] 34.00 (]
Creatinine 0.99 0.10 10.10 [0 [s.80 O
6T v 46.25 2.25 .86 1 19150 O
Glucose 85.00 2.50 2.94 1 =287.00 ] /
— — ——— o reEmr—— == =)

You can use your current floating statistics to set your fixed mean and SD.

T use floating statistics to set new fixed mean and SD:

Jast 30 days =1
From: | 1/28/2010 vl
To: [ 1/28/z010 | oK | T Eancel Apply |

K. Managing (adding and closing) lot numbers

Use the following steps to open or close a lot number. Never Delete a lot
number. To put a current lot out of use just close them.

1. Go to main page (refer to section 5.2.A)
2. Select the desired lab
3. Select Lot tab

S I = 30 I . I
L=k Lot Test 5
akb die=l | Irhstument || -
1--- 1S5S SGEaH Wista 1 s "
1 7SO Lar =nred o b
19T Pediaithge S63

oS30 Cardisc r
SOE 0 Irmrmaross

S a0 EthaErcl s

SE 200 Irnmrmoarsoloe

4. To open a new lot, select the current lot of QC in use
5. Select Duplicate

x|
Lab numbe] 544188 5
Descriptio 4 SGAH Vista 1 S.M. 330564
—Lotinform|
Control na*: Lot nuiber:
|Pediatric / ~| [1s390 ~|
—Open logfl

Lot [ control name - Add
167 Unassayed Chemistry
19390 Pediatric Duplicate
29830 Cardiac Markers Plus
40870 Immunoassay Plus Close Lot I
51940 Ethanol /Ammonia
56300 Immunalogy Rules/Settings... |
55590 Spinal Fluid
55620 Spinal Fluid Edit I
54380 Urine Chemistry —
71830 Urine Toxicology S1E Low O. _ Ere |
Sacnn e Tl s £ 4 s
<] [

6. Select the Lab which the lot needs to be added on
7. Select the new lot number
8. Select Ok
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Quest Diagnostics

Site: GEC, SGAH & WAH

Title: Bio-Rad Unity Real Time 2.0

Duplicate Lot > |

The duplicate lot option allows you to create a new lot number
based upon the tests and settings of an existing lot number. This
option is used for the routine switch to a new lot of contral.

Current lot number:

[193=0
Mew lot number: 7
[z15-0 =]

Duplicate lot for selected labs:
[] 27515%: GEC Xpand 2 S.N. 2003080707

=] i SGAH Wista 1 S.M. 330569
[[] 544191z SGAM L Q677 6
[] 544208: SGAH Vista 3 S.M. 310873

[ 544235: GEC >pand 1 S.MN. 2004082650
[ 5949211: WAH Vista 1 S.M. 330684
[} 55255

WWAH Vista 2 S.N. 330685

Clear all |

Select all |

Select the items you want to duplicate to the new lot number.

I Fixed means
I Fixed SDs
I Target walues for Analytical Goals 8

O ﬁ' Cancel |

9. Toclose a lot, select the desired lot

10. Select Close Lot

11. To reopen a closed lot, select the desired lot
12. Select Open Lot

x|
Lab numb 544188
Descripti 9 SGAH Vista 1 S.M. 330554 10
—Lotinford
Control nanl: Lot nimber:
|Pediatric I =1 [1s3s =

—Open lotsf-

Lot [ control name - Add
16750 Unassayed Chemistry

15380 Pediatric Duplicate ]
29830 Cardiac Markers Plus e
<0870 Immunoassay Plus Close Lot |
51540 Ethanol /Ammonia
6300 Immunclogy RulesfSettings... |
55590 Spinal Fluid
55620 spinal Fluid Edit I
54380 Urine Chemistry =
71830 Urine Toxicology S1E Low O. _ Ereo I
e i il et s
4] >

—Closedlot:
Lot Control name -~
55530 spinal Fluid
19350 Pediatric Open Lot |

38370 Diabetes (Liquichek)
Delet)

72460 Urine Toxicology S2E Low O.
52420

38420

<]

Immunology
11 Test.. | Close |

Bisbetes Liauicheld _'LI
»

12

L. Managing Tests
Use the following information to add, update or close a test. Never Delete a
test. To put a current test out of use just close them.

1.

2.
3.
4

Go to main page (refer to section 5.2.A)
Select the desired Lab

Select the desired Lot

Select Test tab
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Quest Diagnostics
Site: GEC, SGAH & WAH

Title: Bio-Rad Unity Real Time 2.0

12.

13. Select Update and repeat steps 7 through 11

f e ity ol W armme

EFEil= S=laect = e == &nz
2 % :-
L T ==t
Labk =l I Imnstuwumernt I
599188 Si5a8H Wista 1
FEO: Limnoasssy e

N
__?;\-

Al armim |Brocrm

oW Eh l:.-:A.L.-:A.T_-"GF"

To add a new test, Select Add

Select desired Test

Select desired Instrument
Select desired Reagent
Select desired Method

. Select desired Units of Mesure
. Select desired Temperature

To update a current test, highlight the desired Test

| 10

x|
[~ Test infarmaticn 6 Lab: 544188 SGAH Vista 1 5.N. 330564
e Lot: 16750 Unassayed Chemistry
& Ccompl t = Fllteredllst 12 5
[abumin A2 ]
Instrument/Kit: 7 —Open test:
Siemens Dimension Vista Analyte | d [Instru... | Reagent =
Resgent b Albumin ¢ Bromcr... Siemen... Dedicat...
= £ Alkaline ... PMPP, ... Siemen... Dedicat...
{* Dedicated reagent or kit ALT (AL... UW with... Siemen... Dedicat... Add |
~ Al 8 Amylase CMP-tri...  Siemen... Dedicat...
AST (AS... UV with... Siemen... | Dedicat... Update |
¢~ Alternate calibration Bilirubin, ... Diazoti...  Siemen... | Dedicat... A
(W e e Bilirubin,... | Jendra... | Siemen... | Dedicat... Closg Test I
Calcium o-creso...  Siemen... Dedicat...
Chioride ISEindi... Siemen... Dedicat... Instrumeht Setup... |
WVITROS slide generation number: |-j E: Choleste... Direct ... Siemen... Siemen...
Choleste... Cholest... Siemen... Dedicat... Change Slide Generation |
CK (Cre... MNAC Ac... Siemen... | Dedicat...
CO2 (Ca... Enzymatic  Siemen... | Dedicat... Rules/Skttings... |
Creatinine  Alkaline...  Siemen...  Dedicat...
GGT (Ga... G-gluta... Siemen...  Dedicat... Analyticill Goals... |
Glucose Hexoki... | Siemen... Dedicat...
Iron Ferene Siemen...  Dedicat...
tep Lactic Acid | Lactate...  Siemen... Dedicat.. =
4| | 3
—Closedtest 13
Analyte Method Instru... | Reagent [u
S yte | | [ rea. |
[Bremeresol Purple (5cP) -1 @I Open Test |
Unit of measure: Temperature: Delete I
EEN 4 =1 @ [ne Teamerature =]
< v

11

close |
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Quest Diagnostics

Title: Bio-Rad Unity Real Time 2.0

Site: GEC, SGAH & WAH

M.

Managing Rules:

The Unity Real Time evaluates data points against 1 —2s, 2 —2s and 1 — 3s to
determine whether to accept or reject the data. The 2 — 2s rule will only flag

when the 2-2s rule is violated (when 2 levels of the same method fall
outside the QC range at the same time.) To add or modify a rule:

Go to main page (refer to section 5.2.A)

Open the desired Lab

High light the desired Lot

Select SPC Rule tab

Select the desire rules

SAEIE R

#  |pane | trstrument |
1w 344188: SGAH Vista 1 J

ER-RERRE

i, @ | % (&
MultiT... | L] [ultLT Bar;
A

=
R 0y
16750: Unassays ",' “d
19390: Pediatric 3/3 e .
29830: Cardiac Mark| | 15 r; Ay
40870: Immunoassal 1 ‘:.; L 1
51940: Ethancl fAmn x|
I £
Spinal Fiuid € y =
- X
i E ~Rule application
-3
- .-_.‘_e & Within control material
Fia B ‘—5- 1-25 x® & ~ r | Across control material
I y
) _ZIEMZ\MHC ntaur & ‘ L2 [ C c g
| 275153 GEC Xpar\d 2 -._ =i s | x @ - - A
Ff-a 278307: Notin ise {Exti " e
I 137244 SeAH Centour _ms | C o ” 12
Fiia, 344235 GEC Xopand 1 5 145 v O o o Xy
| SH2LL WA Vista 1 §
I _54“223 WAH Vista 2 &I v - - =
| 836761 SGAHStage 1 | s | ® @ ® -
1+ a 836773: SGAH Stago 2 -
I 836705: GEC Stago 5| W | C C
1 836797: WhH Stago 1 _kw [ O c e 1-25: This s = warring rule which s violated
Ik 836844 WAH Stago 2 {18 == ~ ~ & when a single control observation is outside the
_ws | 425 it 1 one control measUrement exceeds
21 . ihe men &2 siandsrd destions, you choid
_ss v o ® kS ErRd e un(wmm
7T v O C o o e e e
ot matara) bafors e
7x v o c (cl
8% v (sl (s (ol
Disable SPC Rules |
% v (el (ol o
=1 ® - 3 Set as default SPC rules |
12-x v (ol (ad i« I™ Apply to all lab numbers
oK | Cancel Apply

N.

L Unity Real Time

Managing Passwords:

The Unity Real Time password does not need to be changed on a regular
basis, however, a user may change their password.

1. Go to main page (refer to section 5.2.1)

2. Select Tools

3. Select Security

4. Select Change Password

File Select Wiew Review Analysis EEaa
Lab Lot Test Panel Multl Tie
Lab I Panel I Instrument I

544185:
:SGAH Vista 2 S
1 5GAH Vista 3 S|
: WAH Centaur 1
rGEC ¥Xpand 2 £

SGAHVista 1 S
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Quest Diagnostics Title: Bio-Rad Unity Real Time 2.0

Site: GEC, SGAH & WAH

5.3  Communication with Bio-Rad:
The monthly QC must be submitted to Bio-Rad before midnight of the seventh
day of each month. Data must be reviewed before submission to make sure that
all QC failures are rejected and no data is missing. It is also recommended to
receive data (code list, analytical goals, instrument set-up) from Bio-Rad several
times a year to maintain up to date system files.

1. Go to main page (refer to section 5.2.A)
2. Select Tools

3. Select Unity Inter lab

4. Select Send/Receive Data

5_';—' Unity Real Time

File Select WView Rewview Analysis A Clz== Tools Help
= Security e | N
2 i o | m =
Lab Lot Test Panel MultlT Send/Rgceive Data. .. Evaluat
b Utilit . Update Database...

— Ipa”e' | nstrument | [+ : fu=s Write Transmission File. ..

(B 541 155: SGAH Vista 1 Actions and| 3 Ents  *

- -

Fl-2u 5944191: SGAH Vista 2 || | - Setup... 4 r -

- w 544208 SGAH Vista 3 ¢ el -0 |V RSl JOENSEE F ‘

o

Select Send data to Bio-Rad when submitting month QC. Then select OK
6. Select Receive Data when receiving information. When receiving data, make
sure to check mark all three choices. Then select OK. This procedure takes
about 1 hour.

end f Receive Data > |

I Send data to Bio-Rad Qe 5

~ Recejwe Data

I~ Reckive codelist
I Rec veAnalyt cal Goals information

|c Werogr a\F lles\Bio-Rad LaboratoriesWUnity Real TimeYCodelist _ I
A}

[ oK [ Cancel |

6

5.4  Backup and Restore the Database:
LIS staff is responsible for monitoring the backups to ensure that they complete.
Documentation of review can be found on the server hard drive (C:\Daily lab
logs).

1. Daily Backup:
a. Runs automatically at 0100 and is saved to the C:\Backups by date/time on
the BioRad server. File is BIORAD_SGAH_YYYMMDDHHMMSS.bak.
b. The C:\Backups directory is backed up on the network daily by IT.
c. The backup configuration can be found on the desktop or task bar on the
BioRad server. The app is called ‘Unity Backup/Restore Utility”.

2. Manual Backup:

a. Access the “Unity Backup/Restore Utility” located on desktop or taskbar.
b. You need to be in the tab called “Backup”.
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Quest Diagnostics

Site: GEC, SGAH & WAH

Title: Bio-Rad Unity Real Time 2.0

c. Above the Database selection you will see “Database Disconnected”. At
the Database prompt, click on the drop down and then click on
BIORAD_SGAH. You will now see that you are “Connected” and the
next field “Required local full path of backup file” is now populated.

d. Click on Execute Backup and backup will start up.

6. RELATED DOCUMENTS
Unity Real time 2.0 Reference Guide for Expert QC Data Management.

7. REFERENCES

Unity Real Time 2.0 Reference Guide for Expert QC Data Management. Version 1.0,

revised 08/03/2009

8. REVISION HISTORY

Section 4: add Z-score

Section 5: add screen shots, explanations and step
by step instructions, update back up process

Footer: version # leading zero’s dropped due to new
EDCS in use as of 10/7/13.

Version Date Reason for Revision Reé';Ed AppBrsved
000 6/9/15 Section 2: specify job roles that utilize SOP A Chini R SanLuis

9. ADDENDA AND APPENDICES

N/A

00/TE/E PaSIABL W04

SOP ID: GEC.C40, SGAH.C136, WAH.C129

SOP version# 1

CONFIDENTIAL: Authorized for internal use only.

Page 20 of 20



	GEC C40 1 BioRad (v1) .pdf
	Title
	Prepared by
	Owner
	Laboratory Approval
	1. PURPOSE
	2. SCOPE
	3. RESPONSIBILITY
	4. DEFINITIONS 
	5. PROCEDURE
	6. RELATED DOCUMENTS
	7. REFERENCES
	8. REVISION HISTORY
	9. ADDENDA AND APPENDICES


