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What is Unity Real Time?

Don’t Get Caught
Standing Alone

* Unity Real Time . ..

— QC data management program that provides statistical review, documentation and
analysis across all controls used in the laboratory

— Is a networkable QC program to cover every area in the lab

— Analyzes all quality control data to assist the laboratory staff in completing their QC tasks
per lab policy and regulations

— Allows for external peer group analysis so you are not caught standing alone



Data Innovations Connectivity = ==

*Unidirectional = Run time decision making, Peer participation
Bidirectional = Unity™ powered Autoverification, and everything else!
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Different connectivity options

InnoDvagt?ons LIS AR Mid%tlgsvrare
Additional Hardware No No Yes Yes/No
Real Time Yes No Yes Yes
Integrate w/ AutoVerification Yes No No No

Partnership with Bio-Rad Yes No Siemens No



Auto-verification Workflow ..

==l IS

1) QC Sent by Instrument a) If Pass: DI "automatically
2) DI sends QC to URT verifies” and releases

3) URT validates result & result to LIS

returns Pass/Fail and If Fail: DI holds results
rules if failed until manually released

by Technician (after
troubleshooting)




How is this implemented?

* You drive the schedule
« 100% Remote

Introduction Conference Call
IT focused Conference Call
Unity Real Time installation
Connectivity Configuration
Unity™ Training

Follow up Training
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Integration Project Checklist

Bio-Rad Laboratories Unity Real Time (URT) and Instrument
Manager (IM) Integration Project Checklist

Scope:

The following checklist is a guide to help follow along with the progress of the project
with your assigned Bio-Rad Technical Support Representative (TSR) as well as fo
document any specific information relative to your specific site {i.e. database information,
site specific notes, contacts, etc ).

Introductory Discussion:

O schedule preliminary conference call

[J Forward coordinator “Implementation Package”
[ Werify license for Quality Control in IM

[ Werify if shadow IM is used

Motes:

Preliminary Conference Call:

[ Discuss and review project implementation

] Define resources to complete fasks

[ Discuss responsibilities of Bio-Rad Support

] Discuss system specifications

[ schedule appointments for tasks to be completed
[ Forward TSR “Implementation Package”

Motes:




What do | need for Instrument Manager?

* For Instrument Manager:
v'Bi-directional QC Integration license *
v'Specimen Management license *

v'Unity Real Time “client” installed

 To determine If licensed

v'From the Instrument Manager menu,
Reports — License Information

7

&

‘Specimen Management=Yes

License Information

IM-999999

Data Innovations, LLC

1:47 BM  T7/11/2014

IM Core w8.12.20.10 04/11/2013

Total IM Connections Licensed=18

1 QMGR Connections Licensed=2

Light Pole Conmnections Licensed=1
CDBC Connections Licensed=1

M Jobs Licensed=235

Thin Clients Licensed=2

Tota
Tota
Tota
Tota
Tota
Cache Order Number=201333154

1
1
1
1

Quality Control=QC CnCall

Data Collection=Yes
Specimen Routing=Yes
Maintenance Manager=Yes
Manual Results Entry=Yes
Moving Averages=Yes

MA Calc Method Import=Yes
ME Extended Mode=Yes

QC Bracketing=Yes

Key Type=Hard




What do you need to have in URT?

« Unity Real Time
— URT database on SQL Server on same LAN
— URT configuration:

o Unity Lab Number(s)

o Instrument(s) "4 Unity Real Time
o ContrOI(S) ' File | Select View Review Analysis Advisors Reports Tools Help

(a N T, = wh L i
O Test(s) Lab Lot Test Panel | MultiT... L] Multi-L Ba

Lab IPaneI |Instrument'

=\ GGT (Gamma Glut
% 100040: AmpliClear 2
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ciizr)  Instrument Manager Connection to URT

 Quality Control Setup
— Point IM to URT server

A& Quality Control Properties EI
Connection Name I MBE] ;|
Instrument 1D IMHEI :I

Bio-Rad Lab Number |zt

— Connect to a different QCOnCall zerver

Bio-Had Server |localbhost

Bio-Rad Database |QCDAD

Bio-Rad Username |:a

Bio-Had Passwornd fees Test Bio-Flad
Connection

Control/Test Setup Cloze

9 |




Instrument Manager Mapping

— Configure or “Map” codes
o Instruments to Unity Lab Numbers
o Specimen IDs to Unity Lot Numbers
o Test Codes to Unity Analytes

A Control/Test Setup ﬂ
Bio-Fad Contral Lot/Mame Level # 1 Specimen D |Level & 2 Specimen 1D |Level # 3 Specimen ID | Test Setup
p | 11560 v | QC222 Edit Test Info...
22700, Amplichek Unine CT/GC Control Edit Test Info...
* I l

10 |




So Many Regulations!

(vFLs

ONTARIO MEDICAL ASSOCIATION

ing Quality Health Services
rce motrice de la qualité des services de santé

Statistical

Monitorin
QC Analysis tools for accuracyg
Ensure Record of o occurring analysis and
min of qualitative Validity when and precision
two control of QC scheduled display
levels of results

ranges
QC

Correlations
between
instruments

Proper QC
documentation

Proper
Monitoring

patient
Lab processing
performance when QC

errors

Retaining

Competency QC l’ecordS

or Training



BIORAD

Unity Real Time and Regulations-

Ensure Minimum of Two Levels of QC

v'The Joint Commission
v'CAP

v'COLA

v QMP-LS/OLA
v'Accreditation Canada

Levey-Jennings Chart

Histogram Chart
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iizz)  |t’s not only about Chemistry!

@
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_. 0 o Hematology
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®
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oagulation
 Microbiology

— Virology
o Blood Ba
Serology




Regulations -
Record of Qualitative Control Events

BIORAD

v" The Joint Commission
v CAP
v COLA
v QMP-LS/OLA Qualitative data input screen
v Accreditation Canada

85 File Select View Review Analysis Advisors Reports Tools Help
E x e
a | B | N[ W Fx, 2| &l & | 8| & Bl e | 9 # Q
Multi T... L] Auilti-L Bar SPC Rules| AG Rules |Evaluat...| Rejecti... Help
Lab |Pane| |lnstr|.ment| Lab: 999901 Lab Qualtative Tests Lot: 61470 Urinalysis Matrix: Urine

Test: Ketones, Dipstick, Roche Miditron, Dedicated Reagent, Qualitative, No Temperature

Bl-fa 999991: Demo Lab - No F y
1 999913: Lab With Floatin Expires: 12/31/2014
52 oot s Qe sve | _seome | viewogedsdRespone Bescon  C =comens
[# E £6580: Urine Toxicolc Date & Time Level 1 YN Level 2 YIN OP
Ergm 61470: Urinalyss 12/ 4| 378 2013 12:15PM | Neg. Y modf2+ Y |ssp H Ce
gfﬁ:{i‘:ﬂ 2| 3/9/200312:15PM | Neg. Y largef3+ Y |lsp A Ce
L Nirite [Dipstek R 3| 3/10/2013 12:16PM | Neg. ¥ largef3+ Y |sup HA Ce
-\ protein, Total, Ur 4| 3/11/2013 12:16PM | Neg. Y large/3+ Y sup A Ce
i UrobiinogeniDips| | 5| 3/12/2013 12:16PM | Nea. Y largef3+ Y sup A Ce
6| 3/13/2013 12:16PM | Neg. Y large/3+ i sup A Ce
7| 3/14/2013 12:16 PM Neg. ¥ largef3+ Y sup A Ce
8| 3/15/2013 3:12PM | Neg. Y  modf2+ Y sup A Ce
9| 3/16/2013 3:12PM Neg. ¥ mod/2+ Y sup A Ce
10| 3/17/2013 3:12PM Neg. Y mod/2+ Y sup B Ce
11| 3/18/2013 3:12PM | Neg. Y medf2+ Y ssp A Ce
12| 3 /192013 3:12PM Neg. ¥ modf2+ ¥ sup A Ce
13| 3/20/2013 3:13PM  |Neg. Y  mod/2+ Y (sup A Ce
14 3 /212013 3:13PM Neg. ¥ mod/2+ ¥ sup A Ce
15| 3/22/2013 3:13PM Neg. Y mod/2+ i sup A Ce
16| 3/23/2013 3:13PM Neg. Y modf2+ ] sup A C«
17| 3/24/2013 3:13PM | Neg. Y modf2+ Y |(sup HA Ce
18| 3/25/2013 3:13PM Neg. Y mod/2+ Y sup A Ce
19| 3 /26/2013 3:13PM Neg. ¥ modf2+ Y sup A Ce




Regulations - Validity of QC Ranges

v" The Joint Commission
v" CAP

v COLA

v" QMP-LS/OLA

v" Accreditation Canada

Levey Jennings Graphed against

peer data
| | =
Full line of Unity - |
Reports

.............................................................................................................................................................................................................................................................




BIORAD

Level:

Viva2lvsi

From: To: [~ Overlay levels

(31972013 +] [5/8/2053 ¥| 4| »] [options |

) |Levey-Jennings Chart Period: 3/9/2013 - 5/8/2013
|Lab: 999988,DXC Fixed Means and Rules, Bio-Rad Laboratories Demo Lab, Sales
|Lot: 46490, Multiqual 1,2,3 Unassayed, Serum, Bio-Rad, 8/31/2015
|CO2 (Carbon Dioxide),ISE indirect, Beckman Coulter UniCel DxC 600, Dedicated Reagent, mEg/L, No Temperature
|Cum Mean/SD/CV: [1] 14.74/0.58/3.94, [2] 20.09/0.68/3.36, [3] 26.48/0.95/3.60, Fixed Mean/SD/CV: [1] 14.74/0.58/3.93, [2] 20.09/0.68/3.38, [3] 26.48/0.95/3.59
| Summary Stats for 3/8/2013 to 5/8/2013 Mean/SD/CV/Paints: [1] 14.74/0.58/3.98/42, [2] 20.08/0.68/3.40/43, [3] 26.44/0.93/3.53/43

i’Graph against: Consensus group, Peer, 6 Months, Mean/SD/CV: [1] 15.38/2.15/13.96, [2] 20.14/0.88/4.37, [3] 26.50/1.02/3.86
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= Regulations-

QC analysis occurring when scheduled
v" The Joint Commission
v" CAP
v COLA
v' QMP-LS/OLA
v" Accreditation Canada

Unity Alert

® Unity Alert

Pending Alarm Rule E

H ™ | Alarms  Confauration  Logoll -
u BIORAD
Hamie Centaur 1 | List vsilatle, E-Mail addresses i e E i ni ty a ert

Latoratory 993991 -Lab3 3 jdemn@hio-rad com - :
Lot &l 5 ‘FT Laboratory  Lohostmy (933931 La03 ] Fom | gng/ott | oo g . [0 5]
2 Lat TB480 - U riazzayed Chemisty v To. adem |2 2 (B
Inetrumant [Sismens ADVIA Cantaur, Lak3 [995971] | %ﬁ Wemere | a1 -
= Feid |1 =
Analyte ‘ Al v| 1T] el Bnayie T v‘ ‘e 1~ (Mn] Updstngin0:z2
Relrzsh Clasar Vi
wizekdays Irtereals Enelyzed Fending | I b H b I
s From: To:
unday ey Ly Bsrstin || R it Uit 0 Dieley (L=l
Menday O Interal 1 [03 3 |'Fﬂ * QN Lt TG40 Unasaped Chem . Aburin gl 16,03 12
- 29389 Latd 16480 Unsmaped Chem., AkainsPhosphatsse LUL EX] 1,2
Tuesda) -
of [V] Interval 52 |15 3|-FU * 209l Lakd 16400 Uncsaped Chem ALT[ALATAGPTI WL 5.5 1.2
‘wednesday 3 9939 Lak 16480 Unessaped Chem.. Amylese L/ 1] 1
[#] Thursday [ Interval #3 5
Friday [ Interval #4 |::| - E-M sl Admin
[ saturcay [(Add New E-al | [ Femove E-Mail |

[ Accept ] [ Cancs|

Racords coun: Anakzed: 0, Pandno: 4

Sarver - RVIBEIITIWML | Datahase - QUOAQ  User - adwin | wstsin - 0.9.9.2



Regulations-
QC analysis occurring when scheduled

v" The Joint Commission
v CAP

v COLA

v' QMP-LS/OLA

v" Accreditation Canada

Manage Expected QC Results

Expected Tests

v lse the Expected Tests feature.

3 Lab Lab number: | 933831: Demo Lab - Ho Rules -
Lot number:  [EIENYS oassay Plus -
7] Panel - - -
Instrument: | Siemens Dimension EXU/Demao Lab - No Rules[389991] -

= Instrument

|Sier‘r1er15 Dimension EXL/Dem

[ | Analte Method Instrument Reagent Unit
b CK-MB Mass EIA Siemens Dimension EXL Dedicated Reagent ng/mL
¥ | Digoxin EIA Siemens Dimension EXL Dedicated Reagent ng/mL
[+ | Folates Blectrochemiluminescence (... | Siemens Dimension EXL Réactif dédié nmal/L
v | Gentamicin Immuncturbidimetric Siemens Dimension EXL Dedicated Reagent wa/mL
¥ | NTproBNP {Mteminal pro-... | Chemiluminescence Siemens Dimension EXL Dedicated Reagent pa/mL
[ | T3 Uptake/T Uptake EIA Siemens Dimension EXL Dedicated Reagent T Uptake Unit
[ | T4, Total ElA Siemens Dimension EXL Dedicated Reagent pg/dL
WV | Trononin-l Chemil iminescenres Ciemens Nimension FX¥1 Nedicated Reanert nasml




Regulations-
Statistical tools for analysis and display

v" The Joint Commission
v CAP

v COLA

v QMP-LS/OLA

v" Accreditation Canada

Levey-Jennings

Supervisor Report
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Regulations-

Monitoring Accuracy and Precision

v The Joint Commission
v CAP

v COLA

v QMP-LS/OLA

v Accreditation Canada

Yundt Chart in URT

And Unity Reports-
Performance
Overview

Alkaline Phospatase 20
PNPP, AMP Buffer
Roche MODULAR 10
Dedicated Reagent s
L 3rec ° o D o VR
Peer  Method | O e10 20
SDI: -0.27 -0.24
CVR: 0.7 0.2 -1.0
# Labs: 15 407
# Points: 4,045 21,250 20
2.0
1.0
S [ ]
L] o D o I:I_ CVR
Peer Method | 10 £ 20
SDI: 0.48 0.30
CVR: 06 03 -10
# Labs: 10 112
# Points: 3,763 7,679 -2.0




Regulation - Monitoring Lab Performance &

v The Joint Commission
v' CAP
v COLA
v" QMP-LS/OLA

v Accreditation Canada

Unity Real Time offers Six Sigma and Total Allowable
Error in the data set analysis grid and SDI and CVR
with the peer group
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Data Analysis Grid

Ei

Bedkman Caoulte.

14 74

.53

3 0 47

.34

N&7

2 4%

= '
Template Lab: 999988 Lot: 46490 Multigual 12,3 Unassayed Matrix: Serum
|BEI:|{J'I'|EI'| DXC 500 j Data SetConfiguration Configure TEa Configure Alert | Bxport | Print | Close |
Level 1 ILE'-.I'E| 2] Level 3 ] All Levels ]
Data Set Analyte Instrument | Mean | SD cv Pts | Labs | SDI | CVR Bias%a Sigma TEa | TEa Selection | RCV

[ amylase, Pancr... Bedman Coulte... | 2438 102 417 1661 11 17.70 BV Des bias/De...

B1l Data reference set: Data Set A 1.33 -5.05 2.29 35.87
A -Dr:f; iﬂtezc:“g;ni:r:r:un: ;-f;up: Peer, & months B e

Bl Data 5et BL: Your laberatory, Current Instrument: Lab With Fixed Means and Rules[999988] , Cumulative| 0.73 1.00 6.70 3471
A Alert thresholds: 50T + 2,00, CVR: 2,00, Sigma: 4.00 44,50 BV Des bias/ De...

B1 BECRITEN COOIE. .. P RV 30 I R 0.86 -4.22 3.20 107.81
A Bilirubin, Total/T... |Bedman Coulte... 0.73 0.12 |0 16.11| 18873 51 31.10 BV Des bias/ De...

Bl Bedman Coulte. .. 0.64 0.13 19.38 e 1 .75 123 -12.11 0.96 A5.85
A Caldum Beckman Coulte... 5.78 0.12 2.08| 17506 52 2.55 BV Des bias/ De...

Bl Bedman Coulte. .. 3.73 0.09 158 26 1 40.37 0.75 -0.78 115 .24
A Chloride Beckman Coulte... 78.12 131 1.68 | 17558 52 1.47 BV Des bias/De...

B1 Beckman Coulte. .. 73.18 0.83 108 47 1 0.04 0.63 0.07 1.32 SRS
A Cholesterol, HDL | Bedkman Coulte... 31.30 1.08 3.44 2404 40 11.60 | BY Des bias/ De...

B1 Beckman Coulte. .. 30.58 0.58 1.90 58 1 0.67 0.55 -2.30 4.90 20,91
A Chaolesterol, LDL | Beckman Coulte. .. 49,78 1.43 2.90 4341 73 11.90 BV Des hias/ De...

B1 Beckman Coulte. .. 48.06 0.86 176 37 1 -0.16 0.61 -0.45 6.52 22,168
A Chalesterol, Total | Beckman Coulte. .. 98.83 1.86 1.88 | 17862 45 9.01 BV Des hias/De...

B1 Beckman Coulte. .. 99.50 139 140 40 1 0.36 0.75 0.68 285 17.08
A CK (Creatine Kin... | Beckman Coulte. .. 83.56 3.15 376 | 17104 40 30.30 | BV Des hias/ De...

Bl Bedman Coulte. .. 87.53 1.87 2.14 43 1 1.27 0.57 4.76 11.96 63.47
A CO2 (Carbon Di... | Beckman Coulte. .. 15.09 0.89 .92 17580 52 17.77| 35D



Regulation: [l T
Proper handling gesults if outside set limits

v" The Joint Commission
v CAP

v COLA

v" QMP-LS/OLA

v Accreditation Canada

Bench and Supervisor Review

55 Bench Review (===
_Dm B "
" All data Lab number: | (All} |
ﬁ " Include rule violations or data with Action or Comments Lot number: | 38350: Diabetes (Liquichek) =
I Ia"""l @ Include only rule violations Instrument: | Siemens Dimension EXL/Demo Lab - No Rules[999991] |

= Instrument
" Include only AG violations

[~ Reviewed 2 Fld‘ruhewu-ylm 3: seconds
Reviewed| Lab Number | Lot Number| Control name | Instrument Analyte| Method| Reagent | Date/Time | Level | Value | Evaluation Mean | Evaluation SD|z | Rules| | Status|By|Action| Comment | Reviewed By| Dat
I~ cesgen 38390 Diabetes (Lig Si Dimens Hemogl Immun  Si 3420135 1 1030 529 033 150 1-35| [ Reject sa Contro
k r 995991 38390 Diabetes (Lig Siemens Dimens Hemogl Immun Siemens 3/1/20135 2 5.40 10.33 0.27 -18. 1-35] r Reject sa Contro

@ One or more data points violate an evaluation rule. 2 records

Manage Columns Manage Expected Tests Go to Data Entry Go to Chart Save and Trans




Bench Review

—

=
—Data Review = ¥
& Lab ' All data
= " Include rule violations or data with Action or Comments
m Panel Instrument: l Beckman Coulter UniCel DxC 600/DXC Fixed Means and Rul Z]
" Include only rule violations
= Instrument
" Include only AG violations
[~ Reviewed [V Refresh every I1o 3: seconds
Reviewed | Lab Number | Lot Number| Control name | Instrument | Analyte | Date/Time | Level| Value | Evaluation Mean| Evaluation SD|z | Rules| | Status | By | Action| Comment | Revie: 4|
] 999988 46490 Multiqual 1,2, Beckman Coulte Protein, Tot 5/8/20138 1 4.00 4.06 0.10 -0.5 [V Accept **
I 999988 46490 Multiqual 1,2, Beckman Coulte Protein, Tot 5/8/20138 2 5.90 5.78 0.15 0.83 [v Accept **
] 999988 46490 Multiqual 1,2, Beckman Coulte Protein, Tot 5/8/20138 3 7.00 6.92 0.18 0.44 [V Accept **
B 999988 46490 Multiqual 1,2, Beckman Coulte Cholesterol, 5/8/20138 1 97.00 99,57 142 -1.8 I Reject ** Contro will calibr
[~ 999988 46490 Multiqual 1,2, Beckman Coulte Cholesterol, 5/8/20138 2 166.00 172.72 2.24 3.0 1-35] [~ Reject ** Contro will calibr
I 999988 46490 Multiqual 1,2, Beckman Coulte Cholesterol, 5/8/20138 3 257.00 261.76 4.72 -1.0 [~ Reject ** Contro will calibr
u 999988 46430 Multiqual 1,2, Beckman Coulte LD (Lactate 5/8/20139 1 90.00 95.24 242 -2.1 1-29] [v Accept **
B 999988 46490 Multiqual 1,2, Beckman Coulte LD (Lactate 5/8/20139 2 142,00 137.58 4.34 1.02 [v Accept **
] 999988 46490 Multiqual 1,2, Beckman Coulte LD (Lactate 5/8/20139 3 332.00 328.36 7.94 0.46 [v Accept **
I 999988 46490 Multiqual 1,2, Beckman Coulte Triglycerides 5/9/20137 1 88.00 84.63 2.83 1.19 [v Accept **
[ 999988 46490 Multiqual 1,2, Beckman Coulte Triglycerides 5/9/20137 2 129.00 124.76 2,05 2.07 1-29] v Accept **
B 999988 46430 Multiqual 1,2, Beckman Coulte Triglycerides 5/9/20137 3 218,00 218.76 3.29 0.07 [v Accept **
[~ 999988 46490 Multiqual 1,2, Beckman Coulte CK (Creatine 5/9/20137 1 94.00 87.60 1.84 348 1-35] I Reject ** Contro
[ 999988 46490 Multiqual 1,2, Beckman Coulte CK (Creatine 5/9/20137 2 279.00 274.22 3.91 1.22 N Reject ** Contro
N 999988 46490 Multiqual 1,2, Beckman Coulte CK (Creatine 5/9/20137 3 659.00 662.98 6.86 -0.5 W Reject ** Contro
B 999938 46490 Multiqual 1,2, Beckman Coulte Creatinine 5/9/20137 1 0.68 0.59 0.08 1.13 [V Accept **
] 999988 46490 Multiqual 1,2, Beckman Coulte Creatinine 5/9/20137 2 1.62 1.85 0.11 -21 129 [v Accept **
I 999438 46490 Multiqual 1,2, Beckman Coulte Creatinine  5/9/20137 3 6.46 6.46 0.15 0.01 [v Accept **
m 999988 46490 Multiqual 1,2, Beckman Coulte ALT (ALAT/ 5/10/2013 1 29.00 28.89 1.32 0.09 [v Accept **
[ 9599988 46490 Multiqual 1,2, Beckman Coulte ALT(ALAT/ 5/10/2013 2 84.00 86.74 1.56 -1.7 [V Accept ** ¥
« I :H
i @ One or more data points violate an evaluation rule. !3,499 records
Manage Columns Manage Expected Tests Go to Data Entry Go to Chart Save and Transmit I




=y Regulations:
Proper QC documentation

v" The Joint Commission
v' CAP

v COLA

v QMP-LS/OLA

v" Accreditation Canada

Automatic documentation required on out of control events.

Audit trail keeps track of changes that can affect result interpretation

T3 4L UL AN M 1T U W I AV
S WHGTHM 50 Y[ % W ¥[r 18 I B Co s =
Act
SLYEMETSAN [sA Y[ 45 03 Y[ 15 [ & C¢ s
Configure Uinity Real Time | Unity Interlab Reports | 2 uGERM s Y[ L3 W0 Y- 14 [ B Ce r————
S UHNEREN 5N Y[ 2 0 vk 42 [ B COl ot somnpebetes Louted)
Dats entry co ﬂﬂiﬁl..-rl!‘tiﬂn S ISNBTSIAM [+ 510 Y[s 8 WA Y e 54 I B C#|| mest Hemogobin Atc (NGS?), Inmunoturbidmetic, Semens Dimenson EIL, Semens Dimension HALC, REF DF 105, %, No
$ Y155 S50 Y[ A% 04 Y. 53 [ B Ce]|[ferperciire
Current data: Default data entry mode: % UEMBEMN 50 YT YRS 1 I A& Ce
= Month = Paint T YGABEIAM 50 Y[ B w0 Yr 8 [ A Ce||Adumni) | coie ‘:
. S AWAGEM 40 Y[ 0 ¥ 18 I B Ce E
r Group " Summary W JBENAN 4B Y+ A8 WA Y[ 15 [ B Ce i
BETE 151 [ A Ce -
Actions/comments g2 Vel e SO 1 B C )
) . ] S50 Y[ A w3 ¥ 115 I R Cs :
[+ Automatic action logs Z B 93 WA ¥|r 451 I & Ce 5
i i S5 Y[ 8 nn Y[ L I B Cel| Controk repectedei3 3
W Require actionlogs m D YR am uw YR 4SS I B Cof | contlremesedees 0
W Require audit-trail comments 6 JMNBENAM 5N Y[ 12 I A C#] v Thered theckingictes that an acion hes been used and cannat be dested or updated.
g YSMETHM 50 Y[ 2 03 Y[ AL I A C*
o G YBMETRM SN Y[ 50 Y 24 [ A Ct bistngacion:
Motifications @ JUmEIEM L8 Y[ FEREIE L1 [ B Ce
~ - N QBUETHM 4 Y[ 14 0 vk 2 I A C*
'
¥ Expired lot notification T MAGHIAM [f5H Y i [ ECe
RYBAGENM [531 Y[ 2 * I B Ce
TN 03 N 15 BB N us[ ] « I B C

30 day Expired lot notification



Regulations - Instrument Correlations

v" The Joint Commission
v CAP

v COLA

v" QMP-LS/OLA

v" Accreditation Canada

Multi Levey-Jennings

Chart Period 3(4/1013 - 532013

Data Set Analysis Grid
‘ Will also help

Unity Affiliate Report
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“ikizz)  Multi Levey-Jennings Chart

) Levey-Jennings Chart Period: 3/14/2013 - 5/13/2013
|Lab: 999913, DXC Floating Means and Rules, Bio-Rad Laboratories Demo Lab, Sales
|Lot: 46490, Multiqual 1,2,3 Unassayed, Serum, Bio-Rad, 8/31/2015
Albumin, Bromcresol Purple (BCP) Siemens Dimension RxL, Dedicated Reagent, o/dL, No Temperature
|Cum Mean/SD/CV: [1] 2.37/0.05/2.11, [2] 3.37/0.04/1.18, [3] 3.98/0.05/1.26
|Summary Stats for 3/14/2013to 5/13/2013 Mean/SD/CV/Points: [1] 2.37/0.05/2.11/17, [2] 3.37/0.04/1.18/16, [3] 3.98/0.05/1.26/17
|Graph against: Consensus aroup, Peer, 6 Months, Mean/SD/CV: [1] 2.36/0.08/3.28, [2] 3.37/0.07/2.02, [3] 3.99/0.09/2.37
| Leveli + LeveliMean—O— Llevel2 »  Level 2Mean—3— Llevel3 +  Level 3 Mean—0— |
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|Lab: 999988, DXC Fixed Means and Rules, Bio-Rad Laboratories Demo Lab, Sales

|Lot: 46490, Multiqual 1,2,3 Unassayed, Serum, Bio-Rad, 8/31/2015

Albumin, Bromeresol Purple (BCP) Beckman Coulter UniCel DxC 600, Dedicated Reagent, g/dL, No Temperature

|Cum Mean/SD/CV: [1] 2.41/0.04/1.46, [2] 3.41/0.04/1.03, [3] 4.06/0.05/1.24, Fixed Mean/SD/CV: [1] 2.41/0.04/1.66, [2] 3.41/0.04/1.17, [3] 4.06/0.05/1.23
| Summary Stats for 3/14/2013to 5/13/2013 Mean/SD/CV/Points: [1] 2.41/0.04/1.46/22, [2] 3.41/0.04/1.03/22, [3] 4.06/0.05/1.24/22

|Graph against: Consensus group, Peer, 6 Months, Mean/SD/CV: [1]2.37/0.58/24.41, (2] 3.43/0.06/1.86, [3] 3.88/0.87/22.48
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“ciizz)  Regulations - Retaining QC Records

v" The Joint Commission
v CAP

v COLA

v QMP-LS/OLA

v Accreditation Canada

Archive QC data
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BIORAD

v" The Joint Commission
v CAP

v COLA

v QMP-LS/OLA

v Accreditation Canada

Basic Lessons in
Laboratory Quality Control

OC Workbook

Producing Reliable
Test Results

in the Medical
Laboratory

Training by Product

il

General
Quality Control

U

—

Unity Resl Time

UnityWeb

Unity Resl Time
‘Online

Unity Real Time LT

Unity Alert

ur
U
s
U
<

Orther Unity
Software

Regulations - QC Competency or Training

Unity Training Notes, Quick Guides & Data Files

=

For step-by-step directions and instructions use these links:

Diata Fie Directions - Creating files for instruments and Laboratony

Information Systems (LIS).

raming Motes - Commeonly used software functions.

Software
Dats Management products.
Unity Softwans

previous training.

Wi

v - Web basad seminars: refreshars to

= - Pre-Scheduled sessions with trainer.

QCNet University provides
online, self-paced education on
Bio-Riad Software and
Isborstony QC.

PACE CEUs available for most
COUrses.

Certificates of Completion
awvailable for all.

A few current of ferings:

Bio-Rad Software Demos:
= UnityWeb® 2.0

= UnityWeb® 1.0

m Unity Real Time®Z.0

Laboratory @QC Education:

m Basic Lessons in Laboratony
Quality Control

= Controliing Error Using
Biclogical Variation

= IS0 15185

@CNet University »

e e

Owver 100 videos related to QC
and Quality in the Lab.

Interested in 3 guick video on
YWouden Plots? Hawve 22
minutes for Uncertsinty &
Tracesbility? Find both and
meore on the premier online
source for clinical laboratony
education videos.

Wisit our YouTube Channel and
=subscribe to recsive
notifications when new videos
are added.

Topics Inchede:

BIORADGC »

Brochures & Literature Regulatory Websites

Favorite educationsl brochures,
books and articles.

‘Wiebsite links for more Quslity
Control, EQA J PT, and quality
practices.




30 |

Integrating Bio-Rad Unity Real Time®
Rule Examples for Instrument Manager



IM Use Case Examples ..

QC Failure Notification *

IF: {( {Specimen Type} = "Q" ) {AND} ( {QC Rule Violated} {On Any
Test} {Contains} {Value List:QCFlag} )

THEN: {Trigger Notifier Event} "QC Failure" {AND} {Add} {Notifier Event
Text of} "QC Failure" = “Any text you want to include in message”

Val ue I—ISt: Row Enabled |E!CFIaQ I

X
DTS

v 2-25
! Fds

* Notifier Function in Instrument Manager
v Event time and day of week determines whom to notify
v'Notices sent via email, text, network notice, and/or light pole

31 | * Note: Instrument Manager rules provided as an example. Customer is responsible for testing and validation of any rules in their system.



IM Use Case Examples g

QC Rule Violation (Autoverification) *

IF: {( {Specimen Type} = "Q“ ) {AND} ( {QC Rule Violated} {On Any
Test} {Contains} {Value List:QCFlag} )

THEN: {Trigger Notifier Event} "QC Failure" {AND} {Add} {Notifier Event
Text of} "QC Failure" = “Any text you want to include in message”

{AND} {Start Holding That Test with That Instrument ID for
Verification}

Value List:
Fow Enabled |E!CFIag [

X
DTS

v 2-25
! Fds

32 | * Note: Instrument Manager rules provided as an example. Customer is responsible for testing and validation of any rules in their system.



Questions? .

Thank you for your time!

Sales
Data Innovations 802.658. 2850

northamerica-sales@datainnovations.com

Bio-Rad 1.800.854.6737 — US
1.800.361.1808 — Canada
Support

Data Innovations 802.658.1955
northamerica-support@datainnovations.com

Bio-Rad 1.800.854.6737 - US
1.800.361.1808 option 1 - Canada



