TRAINING UPDATE
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Department: Core Due Date: 4/24/2020
Implementation: 4/8/2020

DESCRIPTION OF REVISION

Name of procedure:

Data Innovations Instrument Manager SGAH.L49 v11

Description of change(s):

Section 5.F: Changed WAH to WOMC, added combined
work lists for UA/Coag and Heme/Coag

Section 5.G: Added examples 7 & 8

This revised SOP will be implemented April 8, 2020

Document your compliance with this training update by taking the quiz in the MTS
system.
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1. PURPOSE

To describe the processes associated with the use of Instrument Manager (IM) to manage
specimens and result release to into the Sunquest (SQ) Laboratory system.

2. SCOPE

Instrument Manager functions to provide connectivity between instrumentation and the
laboratory information system (LIS). IM provides the ability to review multiple
instruments and work areas at one time. IM utilizes rules-based decision processing via
graphical interface to release results without technical intervention which provides
technical staff additional time to attend to the true exceptions.

3. RESPONSIBILITY

Knowledge of IM is the responsibility of all laboratory technical staff.
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4. DEFINITIONS

Instrument Manager (IM) — computer application to manage laboratory
processes, instrument interfaces, and deploy rules-based decision
processing via graphical interface.

5. PROCEDURE
A. Log on to Instrument Manager

If the program is not open double click on the icon on the desktop.
(Note: A popup window may state unknown publisher. Click Run.)

Logaon

First time users will enter their Quest employee ID number then click
You will then be asked to establish a password. It is recommended to keep SunQuest
and Instrument Manager passwords in sync.

Once your password is established you will Logon with the above established user
name and password to gain access to the system.

B. Security

You are responsible for results release under your code. See below to change your
password on demand.

& Instrument Manager by Data Innovations, LLC

Swstem Configuration Diagnostics | Securiby  Specimen Management SSR DC SR MM MA  Reports  Window  Help

Swskemn Setup
Isers and Groups

Change Passwaor

Reset all Farm Layouts

To maintain system security logoff under system as demonstrated.

2 Instrument Manager by Data Innovations, LLC

System Configuration  Diagnostics  Security  Specimen Management S5R DC SR MM MA  Reports  Window  Help

- Logon

Change Language Locale

Skakus
Shut Do

Skatus of Inskrument Manager Sessions

Triggered User Defined Motifier Events

Exit
Note: Auto-logoff: will automatically logoff users from Instrument Manager after a
defined period of inactivity. The timer is currently set to 60 minutes
SOP ID: SGAH.L49 CONFIDENTIAL: Authorized for internal use only.
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C. Help

The About Instrument Manager under the help menu will provide required
information when calling customer support.

4 Instrument Manager by Data Innovations, LLC

Swstern  Configuration  Diagnostics  Security  Specimen Management  SSR 0C SR MM MA  Reports  Window | Help

m About Instrument Manager

DATA INNOVATIONS

User's Guide

INSTRUMENT MANAGER™

Version 8.13.03.01 «

Copytight (€) Data Innowations, LLC

Thig product is licensed to:

Test System - Quest Dx Michols Institute - Adwventis HC

License # IM-341795

(B02) 6581955 @ winyy datainnowations. com

D. System menu

4 Instrument Manager by Data Innovations, LLC

Systemn Configuration Diagnostics  Security  Specimen Management 55R DT SR MM MA  Reporkts  “Window  Help

Lagan ) ) )
Logofé @ Maintain Security

“hange Language Locale

m Status of Interfaces
Shut Down
Status of Instrument Manager Sessions ? Whﬂ's on the System :?

Triggered User Defined Matifier Events

Exit

System Status

The status of interfaces should be on all the time for the following:

Qmgr

Purge

Specimen Routing
Archive
AUWI-SGMC Orders
AUWI-SGMC Results

EZLINKS SUNQUEST ORDERS
EZLINKW SUNQUEST RESULTS
EXPAND-EXPG1 GEC HEME Counter
EXPAND-EXPG2 SGAH HEME Counter 1
STAGO-GS1 SGAH HEME Counter 2
STAGO-SS1 WAH HEME Counter 1

SOP ID: SGAH.L49
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AUWI-WOMC Orders STAGO-SS2 WAH HEME Counter 2
AUWI-WOMC Results STAGO-WSI SYSMEX-GEC
CENTAURS STAGO-WS2 SYSMEX-SG
CENTAURW SYSMEX-WAH

Note the below screen shot demonstrates EZLINKG at Germantown is not working.
It is trying to connect unsuccessfully. You can attemp to repair the connection - click
on the connection then select STOP/once stopped then START selected connection.

p Systern  Configurakion  Diagnostics  Security  Specimen Management  SSR DO SR MM MA  Reports  Window  Help

V1 Start Selected Connections | (W) Stop Selected Connections a Fesend Messages | 3¢ Clear Sendid ﬂMark Out-of-Service % Log Minimal SEL

) @S- | 7 EnerFindTest 48 13- TS 05 a8 q_;,.F
Sent

Iln Service Iln IInQ ISendQ

IE[ICIIS

o o o

|| 1] 1] 0
1] 1] 1]

1 1] 1606 1] 1]
| | EZLINES On Yes a7 1] 1] 52 1
| | EZLINEW On Tes B 1] 1] 51 1
| SG Chemiztiy uli; Tes 0 0 T i} i}
|| SUNQUEST ORD... On Yes 144 I 1] o o
| | SUMNQUESTRES.. On Yes I I 1] 8 0
|| TEST printer L Tes 0 0 0 I} I}
WiAHLIS uli Yes a a a a0 a0

E. Diagnostics menu

Troubleshooting — staff will use this infrequently with IT support direction. Arrows
below denote key logs utilized to capture all actions within the system.

& Instrument Manager by Data Innovations, LLC

Swstern  Configuration | Diagnostics  Security  Specimen Management  SSR 0OC SR MM MA  Reporks  Window  Help

Cammunications Trace

List Communications Trace Status For all Connections

Loopback Test

Specimen Event Lag = racks specimen from order to result.
Tracks user key strokes and actions
while in the system.

SOP ID: SGAH.L49 CONFIDENTIAL: Authorized for internal use only.
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F. Specimen Management Menu

4 Instrument Manager by Data Innovations, LLC

Syskern  Configuration  Diagnostics  Security | Specimen Management 53R DC SR MY MA& Reporks  Window  Help

Patient and Order Management
Rapid Order Entry

IMamual Results Entry

SM Workspace is the default window for technical staff. This is where specimen
results are reviewed, rejected, and/or released.
e (lick on SM Workspace — Your default screen will appear. The first time you
log in it is blank because you have not selected a default worklist.
e Select your default site specific (SGAH, WOMC or GEC) worklist (CHEM
HOLD , COAG HOLD, or CHEM & COAG HOLD)
e Set a 60 second screen refresh rate.

See Example Below:

IM Instrument Manager by Data Innovations LLC - [Specimen Management Workspace - WOMC Cl =10] %]

System Configuration Diagnostics Security Specimen Management SSR DC SR MM MA Laboratory Inteligence Reports window Help -8 x

Workspace Edit  View Format  Action  Help

34 | [WAOMC CHEM HOLD H [#] off - [H] @ * B EEB X HIFNQ @H A2 _J_'i'ﬁﬂ
Resend E) P . . b
Spe Results ReviewEditRelzase ql A I e
Results ReviewEditRelzase - Images - -
I Results ReviewEditRelease - Run sted Date/Time "_\ IPatlenl Name: Pai.\enl Mame:
Results ReviewEditRelease S5 Patierit ID:
SGAH CHEM & COAG HOLD Date of Birth;
Sex
SGaaH COfG HOLD
5GAH HEME HOLD Select 60 seconds as || ccuion- raciny
SGAH QC Lisk
SGAH SECOND LEVEL REVIEW PRLD your refresh rate Ordering Physician:
= SGAH UA & COAG HOLD = : i T £
Il N i | ﬁ‘.nllﬁmnn nﬁfﬁﬂimﬁ ;'J
Test Worksheet 1 x
ITest | Test Sl...l Test Name 5 |Hesult |Units\| Reference Range IHesuIt D ate/Time ITest Commeit(s) |En0| Code(s) |En0| MNar

Select the appropriate work
list for your assigned area from
the drop down

SOP ID: SGAH.L49 CONFIDENTIAL: Authorized for internal use only.
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Below you will find key areas of interest along with a description.

# Instrument Manager by Data Innovations, LLC - [Specimen Management Workspace - SGAH CHEM HOLD (Modified)] - |ﬂ |1|
P System  Configuration  Diagnostics  Security  Specimen Management 55R DC SR Y MA  Reports  Window  Help - |ﬂ |1|
‘Workspace | Edit  Wiew Format  Action  Help
= G S K Ea L A48 | 5GAH CHEM HOLD #1 - | [# off #2 @ ® | @[ AudiTral...  Specmen Event Log... | Specimen Tracking... 2y 5l
;‘11.?5 DEEE R 8 = L WE ] ﬁ#g XEBBEMNEB = O G = ¥, Click here ta sze a list of warnings.., » 5
Specimen Worksheet #3 #13 #12 #9 B x Patient Information #4 1 x
. "a| || Patient Mame: TESTSG MARIE =
! Patiert ID: TEST-200
Specimen D | Specimen Completion Status |Patient Name Priarity | Total Mumber ... | Collection Date/Time Diste of Birth; 1172000
| |=] tnone] Sex F
| 36010000647 | Tests Held TESTSG MARIE E F 74842012 40300 FM Lacation - Facilty: TEST
- 010000648 | Tests Held TESTSG.MARIE R 7 7482012 4:03:00 PM Ordlering Physician:
| (10000646 | Tests Held TESTSG MARIE R 7 7784202 4:02:00 PM Collection DatesTime: 708/2012 4:03:00 PM
| | |MMO000842 | Tests Held TESTSG MARIE R 4 782012 2:00:00 P Specimen Comment(s)
| | |MMO000E3E | Tests Held TESTSG.MARIE R 3 FA8/2012 2:43:00 PM Specimen Type:
| | |010000B37 | Tests Held TESTSGMARIE R 11 FIRS20M2 248:00 PM Patient Status:
4| | LI—I . =l
Test Worksheet  #5 7=
Tes...|Test 5...|Test Code |Test Mame |Resut |Reference ... |Result DaterTime Re... |Test Comments) Error Cocde(s)|Error Mame(s) Previous. . |Previous...|Previou:
* O #10 #11
P lvs2 [Held 1. |cL Chiaride 1050 |8G-107 TH2012 4:34:37PM | [ HOLD Cther Tests Held 108.0 100
- W52 |Held {... |ECO2 Total CO2|33.0 21-32 TIS20M2 43719PM | [ HOLD Cther Tests Held 270 18.0 200
WS2 |Held 1... K Potassium |65 35-51 TELM2 43437 M | [ |CBACK- #8 cH cH 43 43 38
WE2 |Held ... |MA Sodium 1500  |136-145 TIB2012 43437 P | [ HOLD Cther Tests Held 1450 1350
W52 |Held 1. |H H 1 TIB2012 43545 PM | [ HOLD Ciher Tests Held 1 1 1
W32 |Held 1. |l | 2 TiE012 4.35:45PM | [ HOLD Cther Tests Held 1 1 1
W32 |Held{.. |L L 1 ThB2012 4:35:45PM | [ HOLD Cther Tests Held 1 1 1
W32 |[Held {... |AGAP AGAP 149 TIS20M2 4:26:08 PM | [ HOLD Cther Tests Held 16 20 2
ITEM | DESCRIPTION | FUNCTION
#1 Work List
q q q . uali
Site Chemistry Coagulation Combined Quality
Control
GEC GEC CHEM GEC COAG | GECCHEM & | GEC QC
HOLD HOLD COAG HOLD LIST
SGAH SGAH CHEM
SGAH CHEM SGAH
SGMC HOLD COAG & COAG QC LIST
HOLD HOLD
WOMC WOMC
WOMC CHEM WOMC
WOMC HOLD COAG CHEM & QC LIST
HOLD COAG HOLD
Site Urinalysis Combined Quality Control
SGMC | SGAH URINALYSIS SGAH UA and SGAH QC LIST
HOLD COAG HOLD
WOMC | WOMC RINALYSIS WOMC UA and WOMC QC
HOLD COAG HOLD LIST
Site Quality
Hematolo Combined
gy Control
GEC GEC HEME HOLD N/A N/A
SGMC SGAH HEME and COAG N/A
SG HEME HOLD
HOLD
WAH WOMC HEME HOLD WOMC HEME and N/A
COAG HOLD
SOP ID: SGAH.L49 CONFIDENTIAL: Authorized for internal use only.
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ITEM | DESCRIPTION | FUNCTION
#2 Screen Refresh | The Refresh Rate is how frequently the computer looks for new data.
Rate Selections are OFF, 30s, 60s, 120s, and 300s.
The Refresh Rate should generally be set to 60s.
If you have a particularly complex result to review you can toggle the
setting to OFF. If the setting is OFF the screen will not refresh
automatically which could affect turnaround time negatively.
#3 Specimen List of specimens to review before result release.
Worksheet

#4 Patient This panel displays patient demographic information on the selected
Information patient.

#5 Test Worksheet | Displays the results of the selected patient.

#6 Selected The arrow designates the patient being evaluated and acted on.
Patient

#7 Selected Test The arrow indicates the current test being evaluated. The test is CL run
Result on VS2 with result of 105.0 and held of the critical high Potassium.

#8 Critical The critical result is flagged with cH and CBACK-; appends for
documentation of the call.

#9 Save Changes | Save changes after entering test comments so they will not be lost. If the
screen refreshes you will be asked ‘do you want to save changes’.
Responding yes to the save request will save your work but not release it.

#10 Error Code The Error Code or flag is what holds a sample for review. The name of
the error is listed in the adjacent cell. Additional information may also
be provided to assist in evaluating the specimen results.

#11 Previous If available, previous results will be listed. Please note that delta flags

Results are triggered at certain intervals thus the difference may exceed the delta
range but the time for the flag to trigger has elapsed.

#12 | Reject Result | The Red rejects results you do not want to release. You can select
individual results to reject or groups of results by depressing the Shift or
Ctrl key in combination with the mouse. Always evaluate and reject
before you release.

#13 | Release Results | The clipboard with the check mark = allows you to release results to
Sunquest. SQ requires results to be delivered in neat packets. Therefore,
you must evaluate results and reject everything except that which you
want sent to the patients chart. Do not send duplicate results - SQ gets
confused.

#14 Filter The filter will allow you to add or remove a filter from the current Work
List (#1 Above) you are viewing. For example, the default Work List
only shows “Tests Held” for review. If you click on the filter you can
remove a filter and see both held for review and complete.

#15 Send to Host Selected results may be resent to the host Sunquest. This is most
effective if you have a single result that did not cross for some reason;
such as, using a comment without appropriate format or mistype of a
canned comment.

SOP ID: SGAH.L49 CONFIDENTIAL: Authorized for internal use only.
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G. Result Evaluation Process
Note: Troponin critical values vary based on whether the result is an initial test or a
subsequent one. Subsequent critical values are determined by delta criteria rules.
Refer to Addendum 1 for more information and examples.

Example 1
1. Review results for errors, deltas, criticals, and HIL flags.

2. Only issue noted is a critical K of 6.5. Result called and read back (CBACK-;) by
Rob at 16:40.

4 System Configuration Diagnostics Security  Specimen Management SSR DC SR MM MA  Reports  Window Help 8] =]

Workspace Edit  Miew Format  Action  Help
[ B 5 S 0 53 0 34 | 58AH CHEM HOLD | [# o - ] e t_J)H audk Trall... | Specimen Event Log... | Specimen Tracking... | | f;ﬂH

AT oFEEER A H [ WE O] l@)“ X BIENE = G :'j.H ¥ click here ta see a list of warnings. ., « H

Specimen Worksheet . x Patient Information 3 x
! Patiert Mame: TESTSG MARIE =
—! || patiert in: TEST.200
Specimen |0 | Specimen Completion Status | Patient Name Prioiity | Tatal Number ... | Collection Date/Time Date of Birth: 142000
|l tnone] Zex F
L 01 47 e 8 0 Location - Faciity: TEST
010000648 | Tests Held TESTSG MARIE R 7 FA8/2012 4:03:00 P4 Ordering Physician:
| [oto0oo64s  [Tests Held | TESTSG MARIE R 7 7/8/2012 40200 PM | || Colestion Date/Time: 7782012 4:03:00 PM
| | L4 Specimen Commert(s): ;I
Test Worksheet 1 x
Tes...|Test 5..|Test Code |Test Mame [Result |Reference ... |Resut Date/Time Re... |Test Commentrs) Error Coders)|Error Name(s) Previous...|Previous. .| Previous
#* O
W32 |Held f... [CL Chioride (1050 [35-107 TREMZ 43437 M| HOLD Other Tests Held 1080 100
WEZ |Held f... [ECO2 Total COZ (330 [21-32 TEEMZ4ITIarM | O HOLD Other Tests Held 70 180 200
WS2 |Held f... |k Potassium 6.5 35-51 TIEI2012 43437 PM | [ [CBACK- Rob at 16:40 cH oH 43 43 38
WSZ |Held f... [MA Sodium 1500 [136-145  |TER0IZ 43437 PM | [ HOLD Other Tests Held 1450 1350
WEZ |Held f... [H H 1 TEEMZ 43545 | O HOLD Other Tests Held 1 1 1
W32 |Held ... I z TEZIZ 43545 M | [ HOLD Other Tests Held 1 1 1
W32 |Held f... [L L 1 TEEMZ 43545 PM | [ HOLD Other Tests Held 1 1 1
P |ws2 |Heldf. [acapr  |acep 13 TEEMZ42808PM | [ HOLD Other Tests Held 16 20 22
Example 2
1. Review results for errors, deltas, criticals, and HIL flags.
2. Error noted (E172) no sample detected.
3. Since only LA is ordered check the sample and order rerun.
4. Reject X the bad results.
‘g System  Configuration  Diagnostics  Security  Specimen Management 53R DC SR M MA  Reports  Window  Help = | ﬁ'll

‘Workspace  Edit  Wiew Format  Action  Help

L 5 S| 0 53 0L 48 | 56AH CHEM HOLD < [For - [H] e« * Q)H Audit Trail... | Specimen Event Log... | Specmen Tracking... 2y H
AT HESE B8 H d@ﬂ; Q| & XBIENE = O @ H 1 Click here ta sze a list of warnings. .. = H
i = i i x
Specimen Worksheet Crder RerunfReflex... n Patient Information a
-
. Patient Mame: TESTSG MARIE —I
Specimen Type / et Name : J
Patient ID: TEST-108
Specimen ID | % pecimen Completion Status | Patient Mame Prioiity | Tatal Mumber ... | Collection Date/Time Date of Birth: 14/2000
'Yl 07 000063 Tesls Held ) R 4 7 2 2:00:00 P 53 Sex F
| L Location - Fasilty: TEST =
Test Worksheet 1 x
Tes...|Test 5..|Test Code |Test Mame |Result |Reference ... |Result DatesTime Re... | Test Comment(s) Error Code(z)|Error Mame(s) Previous..|Previous...|Previous
* O
Plvst [Held f L& Lactic Acid TIREM2 30224 PM | [ E172 Mo Sample 0.4
WE1 [Held f... |L L TIRRM2 30224 PM | [ E172 Mo Satmple 1 1 1
VST |Held f... |1 | TIRRM2 30224 PM | [ E172 Mo Satmple 1 1 1
We1 |Held f.. |H H TIRRM2 30224 PM | [ E172 Mo Satmple 1 1 1
SOP ID: SGAH.L49 CONFIDENTIAL: Authorized for internal use only.
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Example 3
On evaluation of the below results the entire result set was rejected.

Note: Rejecting a result in IM does NOT cancel the test in SQ. Test cancellation is a
separate process in SQ requiring specific documentation per applicable procedure.

: Specimen Worksheet R X : patient Information 1 x
Patient Mame: BEBSUMQUEST WISTA WORMAM :I
) |
Patiert ID: 31000151
Specimen D | Specimen ... | Patient Name Date of Birth: M &M 952
p| |0i0000E4S [Complete  |BEBSUNGUESTMISTAWOM..|[R |17 |7/8/2012 0000 P 1 [ _ILI Sex F
4 D Locstion - Facilty: SLAB =l
: Test Worksheat This is an example of a rejected result. The status in IMis complete but note no EE"
4 results were released to SQ. Complete here indicates resolved in IM.
[1es...[rest 5. [Test code [rest Mame [Resut [Reterence ... [Resut Daterrme  [Re.. [Test commeriis) |Error codets)|Errar Mamegs) |previous.|Previaus. Jprev 2
| | | | ] | | | | |
w32 |Reject..|TP Total Prat... |55 G4-82 71512012 9:06:03 Pr | [] HOLD Cther Tests Held 7.2 8.9 7.4
V32 |Reject.. TP TotalProt... (B2 |64-82  |TRO012816:08PM | [ HOLD Other Tests Held 72 B5 74
W52 |Reject... [TBHIL Bilitukin, ... [0.40 o-1 71812012 9:05:56 PM | [] HOLD Cther Tests Held 0.70 0.30 0.30
%32 |Reject... [TBIL Bilirukin, ... |B-48 o-1 TI8I2012 916:22 P | [ HOLD Cther Tests Held 0.70 0.30 0.30
V32 |Reject. |NA Sodium TRE012 G0513 M | [ Ei72 Ho Sample 1300 (1400 [1424
V32 |Reject... |NA Sodium 782012 20513 M | [ E172 No Sample 1300 [1400  [142
W2 |Reject... N4 Sodium 3820 (136 -145 TISI2012 S:57:46 PM | [w] CRACK-; cL DELTA ... |cL DELTA Possible 1Y Contami... (1300 140.0 1421
%32 |Reject..|L L 3 TISZ012 &:5812 P | [ HOLD Cither Tests Held 1 1 1
V52 |Reject.. K Potassium TRE012 G0513 M | [ Ei72 Ho Sample HK MK |HLK
V52 |Reject..|K Patassium TEE012 90513 M | [ E172 Ho Sample HK MK |HLK
WE2 |Reject... (K Potassium | Hk 35-51 TISI2012 S:57:46 PM | [w] HEMOLY ZED [HEMOLY ZED HLK, HLK HLK,
w52 |Reject.. |l | 3 TIB2012 &:5812 PM | [ HOLD Cther Tests Held 1 1 1 _—
V52 |Reject...H H 4 T2 G512 M | [ HEMOLY ZED |HEMOLVZED 4 ] 4
W52 |Reject.. [GLUC Glucose EE 74 - 108 TIRI2012 9:01:30 PM | [] HOLD Cther Tests Held 56 205 50
W52 |Reject... [GLUC Clucose TISI2012 90513 P | [] E172 Mo Sample 26 205 S0
w52 |Reject.. |[ECOZ Total CO2 712012 9:0513 P | [ E172 Mo Sample 16.0 200 23.0
V32 |Reject..[ECOZ  [TotalCOZ |90 |21 -32 T2 G019 PM | [ HOLD Other Tests Held 160 |0 |20
W52 |Reject.. [CREA Creatinine TIRI2012 90513 P | [] E172 Mo Sample 20 11 1.3
%352 |Reject... |[CREA Creatinine |88 06-13 71812012 9:01:04 P | [] HOLD Cther Tests Held 2.0 11 1.3
w32 |Reject..|CL Chiarice 7152012 9:0513 Pm | [ E172 Mo Sample 102.0 1081
V52 |Reject...|CL Chioride TRE012 G0513 M | [ Ei72 Ho Sample 1020 [1081
W32 |Reject..|CL Chlarice Fon 93 - 107 TII2012 8:57:46 PM | [l |cBack- cL DELTA ... [cL DELTA Possible 'Y Contami... 102.0 1Ti;|
4 »
Note: For a calculation to work all components of the calculation must be present.
Review results for ‘Unable to Calculate’ errors. To get the calculation to fire rerun all
components required for the calculation.
SOP ID: SGAH.L49 CONFIDENTIAL: Authorized for internal use only.
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Example 4
Comment format is critical to properly file the result in SQ.

English Text Codes are acceptable and the prefered method for result comments.
Note-1: The format is slightly different in that the (-) is appended by SQ. Review the
format utilized in the screen captures below.

Note-2: Free text comment must be proceeded by (;). Remember the (-) is already
appended.

English Text: HIR and REP

AT e EES R A8 l HEREL B & X B ENE =G ,H ¥, Click here ta see a list of warnings... = !
| Specimen Worksheet & X : patient Information o x Find 1 x
; «| || Patient Name: BEBSUNQUEST WISTA BABY =1 Findwhat  [040003454 ¥|
Specimen Type /
Patient ID: 31000160
Specimen 1D | Specimen ... | Patient Mame Priority | Tatal ... | Collection Date/Time | 5 Date of Birth: B/30201 2 Field: Specimen |0 'I
» |D40003454 Complete  |EBESUNQUEST WISTA BABY |R 15 FAA42012 300:00 PM|1 Sex: F _—
— _l—l ) ~| Direction: Al -
o L < | »
| Test Worksheet I x finp et
Tes..|TestS..|Test Code |Test Mame |Result |Reference ... |Result DatesTime Re... |Test Comment(s) Error Codels)|Error Mame(s)
* O
B |vs2 |Relea.. [TBILM Bilirukin, ... {1020 |0-1 TIB2012 24330 PM | [ DELTA DELTA
W52 |Relea... |MA Sodium 1480 [136-145 7iBi2012 23444 PM | [ HOLD Cther Tests Held
W52 |Relea.. |L L 1 TIER2012 23524 PM | [ HOLD Cther Tests Held
W32 |Relea.. |K Patassium |47 3.5-51 TIB2012 23444 PM | [] |HIR HEMOLY ZED [HEMOLY ZED
Y352 |Relea... |BIL Cale Indir... (2 TiER2M2 23221 P | [ HOLD Cther Tests Held
%32 |Relea... || | 4 TH2012 23524 PM | [ HOLD Cther Tests Held
W32 |Relea... |H H 3 Tigi2012 23524 M | [0 HEMOLY ZE... |HEMOL Y ZED HEMOLY ZED
W52 |Relea.. |GLUC Glucose 242 T4 - 106 TIBR2012 23834 PM | [ HOLD Cther Tests Held
W32 |Relea.. |ECO2 Taotal 202 17.0 21 -32 TiBR012 23824 PM | [ HOLD Cither Tests Held
W32 |Relea... |DBILM Bilirukin, ... [5.19 0-03 TI2012 241:09PM | [] |HIR HEMOLY ZE... [HEMOLY ZED DELTA,
%32 |Relea.. |CREA Creatining 1.0 06-13 TA2012 238:09PM | [] |REP DELTA DELTA
W32 |Relea.. |CL Chiloride 1220 |85-107 7ia2012 23444 P | [] |REP DELTA DELTA,
W32 |Relea.. |CA Calcium 86 §.5-101 7iB2012 23802 PM | [] |REP DELTA DELTA
W32 |Relea... |BUN Urea Mitr... [12.0 718 TIB2012 23820 PM | [ HOLD Cither Tests Held
Y352 |Relea.. |AGAP AGAP 15 TIER2M2 23221 P | [ HOLD Cther Tests Held
KN ]
English Text-English Text: CBACK-; SUZIE RN AT 2020-REP
: Test Worksheet 7 ox
Tes..|Test 5. |Test Code |Test Name |Resut |Reference ... |Result DatesTime Re...|Test Comment(=s) Error Code(=s)|Error Name(s) Previous...|Previous.. |Prev %
* 0
W52, Re\ea...’ TP Total Prot... |3.2 6.4-5.2 TRR2M281218 M | [ HOLD Cther Tests Held 64 71 71
o
Vw52 |Reject...|TP Total Prot... |22 5.4-82 TE01ze21:03PM | [ |Repeat Rejected HOLD Cther Tests Held 32 54 74
wS2 |Reject...|TP Total Prot... |22 5.4-82 7201291215 fM | [ | Repeat Rejected HOLD Other Tests Held 69 71 74
W32 |Relea.. |L L 1 TIG2012 6:50:31 PM | [ HOLD Cther Tests Held 1 Al 1
wS2 |Relea... || 1 1 TIB2012 8:50:31 PM | [ HOLD Cther Tests Held 1 3 1
w52 |Relea.. |H H 1 TRR2M2E8s50:3 PM | O HOLD Cther Tests Held 1 1 1
CH .
w52 |Reject...|GLUC Glucose  |# 74 - 105 TiERI1Z 31554 P | [] ‘ﬁAepeat Rejected oL DELTA  |oLDELTA 1 333 53
w32 |Reject...|GLUC Glucose H 74 - 106 TB2012 91554 PW | [] CﬁABCpK-Eat RBjECth oL DELTA cL DELTA 1 333 58
VSE( RE\EE...’ GLUC Glucose 1 74 - 106 TIB2012 65342 PM | [] gg;fggp SUZIERK AT cL DELTA cL DELTA 333 e B1
] — i
SOP ID: SGAH.L49 CONFIDENTIAL: Authorized for internal use only.
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Adventist HealthCare
Site: Shady Grove Medical Center, White Oak Medical Center,
Germantown Emergency Center

Title: Data Innovations Instrument Manager

The below typo will cause the result to NOT file in SQ. You would need to correct
the comment in OEM.

i Test Worksheet a x
Tes..|Test 5. |Test Code |Test Name |Result |Reference ... |Result DatedTime Re... |Test Comment(s) Error Code(=)|Error Mamels) Previous...|Previous.. | Previous
* 0
Plyso |Reject.. TP Total Prot... |23 |64-82 7202104810 .. O HOLD Other Tests Held 32 32 69
vs2 |Reject...| TP Total Prot... |32 |6.4-82 7E201210:50:56 .| [] HOLD Otfer Tests Held 32 32 69
wS2 |Reject...|L L 3 7202103307 .| [ HOLD GCther Tests Held 1 1 1
ws2 |Reject...|| | 1 7202103307 .| [ HOLD Other Tests Held 1 1 3
ws2 |Reject...H H 3 TE2012 103307 .| [ HOLD Cther Tests Held 1 1 1
W2 |Relea... |GLUC Glusose |26 74106 TB2012 10:36:32 . - SUSANRNBACK*) oL oL 25 11 333
) CBACK-
vS2 |Reject...|GLUC Glucose |28 74106 7202104301 .| [ oL oL 2% 25 1
N 2
The comments shown below are entered correctly.
i Test Worksheet 1 x
Tes..|Test 5. |Test Code |Test Mame |Result |Reference ... |Result DatesTime Re... |Test Commert(s) Error Code(=)|Errar Name(s) Previous...|Previous...|Prew = |
* O
Plvs3 |Relea.. |TBILM Bilirubin, ... (030 |0-1 Ti412012 6:12:07 Pr | [ HOLD Other Tests Held 0.40 0.50 020
WS3 |Relea... |MA Sodium 1400 [136-145 742012 6:0415PM | [] HOLD Other Tests Held 14650 1430|1511
vS3 |Relea... |L L 1 Ti412012 6:05:52 P | [ HOLD Other Tests Held 1 1 1
W53 |Relea... K Potassium |HLK ~ |3.5-51 TI2012 :04:15 PM | [ {NOTIFIED RN K AT 1745 HEMOL ' ZED [HEMOLY ZED 46 46 39
vS3 |Relea... |IBIL Calc Indlir... 0.3 742012 60812 P | [] HOLD Otfer Tests Held 03
ws3 |Relea... |l | 1 Ti412012 6:05.52 P | [] HOLD Ciher Tests Held 1 1 1
wS3 |Relea... [H H 4 71412012 6:05:52 PM | [] HEMOL ¥ ZED |HEMOLY ZED 1 1 1
W3 |Relea... |GLUC Glusose 114 |74- 108 7202 o em | [ REF DELTA DELTA, 19 71 77
WS3 |Relea... [ECO2 Total CO2 (230 [21.32 7412012 60712 P | [ HOLD Ciher Tests Held 150 24.0 220
Y53 |Relea.. [DBILM  |Bilrubin, .. 005 [0-03 71402012 6:09:57 pw | [ HR-REP DELTA DELTA, 009 2005 = 00—
VS3 |Relea... |CREA Creatinine 0.7 06-13 Ti412012 6:05:43 P | [] HOLD Other Tests Held 60 =60 13
vS3 |Relea... |CL Chioride (1040 (98- 107 7i412012 6:0415 P | [ HOLD Other Tests Held 1090 1100|1084
vS3 |Relea... |CA Calcium |82 85-101  |7H2012 60636 PM | [] HOLD Other Tests Held a0 9.4 92 w
A I I »
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Adventist HealthCare
Site: Shady Grove Medical Center, White Oak Medical Center,

Germantown Emergency Center

Title: Data Innovations Instrument Manager

Example 5
Review results for QC failures

1.

Error noted (AC) means “QC Out of Range or Not Done - Check Instrument
Status”

Reject * the bad results (FIBR and PTT). Release the DDIMER, INR, AND
PTA only

Check the instrument for QC issues and troubleshoot. Rerun samples with bad
results once QC for FIBR and PTT are in range.

Specimen Worksheet X Patient Information x
Dirag a column header here to group by that column, i Pat.\entName. CHEN =
Patient ID: 34576
Spe..| Specimen D Specimen ... |Requested Date/Time / Patient Mame Pria...| Specimen Dil..| Collection Date/Time |Fr Date of Birth: 8/22/1982
4 | Sex: F
020050292 TestsHeld | 3/7/2015 9:13:36 PM CHEN R 3772015 9:11:00 PM [ Location - Facility: 3E1044
|mnnaanta | Tacte Hald | 24749015 G14-24 Ph [ruEn IS [ lammmeatamnem 7 Ordering Physician:

g D Collection Date/Time: 3(7/2015 9:10:00 PM ~|

Test Worksheet 1 x
Tes...|Test St..| Test Code | Test Name Result |Reference ... |Resulk Date/Time # | Rer...| Test Comment{s) Error Cadels) |Error Name[s] Previous R...| Pre

#* ]

P |551 |Heldf.. |DDIME | DDIMER 1483 0-050 372016 10:35:4. O HOLD Oither Tests Held 0.35 «0.&
551 |Heldf.. [FIBR Fibrinogen 638 200 - 400 F2ME 10354 O OC Out of Range or Mat ... <60 &0
551 |Hedf.. |INR INR 0.8 372016 10:35:4. O HOLD Oither Tests Held <07 38
551 |Heldf.. |PTA Prathrombin Time: 15 125-148 |3/7/201510:35:4. O HOLD Other Tests Held <10 3B
551 |Heldf.. PTT PTT 28 23-37 3/772015 10:35:4. O -QE Out of Range or Mot .. <20 104

Example 6

Review of results with “Previously Resulted from a Different Instrument” error

1. DI will display an error and HOLD the results whenever a specimen or two
specimens with the same accession numbers are run on two different instruments
from the same class (for example, Vista 1 and Vista 2, Xpand 1 and Xpand 2,
Stago 1 and Stago 2, Sysmex 1 and Sysmex 2)

2. Check SQ to see if the test has already been resulted. If resulted, then reject the
rerun. If the first result has not been resulted, then select which run to release and
reject the other run. Do not release both results from Instrument 1 and Instrument
2 to SQ as the first result will be overwritten by the second result

I | ! =iy

| |moocas [teshes |vaamrazored  [testeestaco R | |27 23000..| - |I Geii

est Worksheet

Tes..| Tost 51 |Tost €| Tt Home |Riosast Uity |Reodosorec.. | Fnsult Diate/Tme + | Tost Commorits] | Emor Codefs) |Emor i) |G
(551 [Meldf_ B |INR e (mR ZERNT 2424 |[FVT DELTA DELTA 10
S51 |Heldf. PTA  |Psctheom. |38 |sec  |125-148 |Z2RONT 2424 HOLD Othes Tasts Held 132
531 Heldl. [PTa  |Poobeom. |38 |sec. 125148 2200007 3034, | R Flange Hagh Flesus T ot 132
S5 [HedE. BB |INA 18 R T 10 |FVT DELTARe:. | DELTA Renm Teat 10
552 (Wt [PTA  |Paotteom (391 |uec _125-“3_.’..@“1-9_—}: Renun FlLange gh. Prevaoutly resued bom & dffererd nnment 122
552 [HedL. MR |INR 42 |mR e Rl [Ty S - ——

SOP ID: SGAH.L49 CONFIDENTIAL: Authorized for internal use only.
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Adventist HealthCare
Site: Shady Grove Medical Center, White Oak Medical Center,

Germantown Emergency Center Title: Data Innovations Instrument Manager

Example 7
Review of results with “Result removed. Repeat on a different instrument” error

1. DI will display this error when the CA (Calcium) is less than 5 and replace the
result with a blank

2. Reject X the CA with the blank result
3. Rerun the test on a different instrument

|Test ITastSl ITastNamelRasult |Units IF\elaren IF\esu\l DalefT\melTest Com. IErml Code(s] |EnnrName[s]

WY1 (Held fo...|L 1 index |1.0-8.0 |3/6/2020 9:51: HOLD (Other Tests Held

WY1 Held fo...|| 1 index  |1.0-8.0 |3/6/2020 9:51:. HOLD (Other Tests Held

w0V [Held fo...|H 1 index  |1.0-8.0 |3/6/2020 9:51:. HOLD (Other Tests Held

WOV |Held fa... | Calcium B5-101 |3/6/2020 9:53... |CBACK: _ Below Azzap Range CRITICAL REPEAT Check sample for volume, fibrin, and clots. cL, HOLD Result removed. Repeat on a different Instrument

Invalid result was
removed and replaced
with a blank

Example 8
Review of results with E143 (Abnormal Assay) error

For this example, the CA is less than 5 and the GLUC is normal and has the E143
error

1. DI will display E143 error whenever the instrument encountered an error during

testing. The result cannot be reported . DI will remove the result and replace it
with a blank

2. Reject X the GLUC result with E143 error. Reject the CA
3. Rerun GLUC and the CA on a different instrument

Test Worksheet

Tes..|Test St..|TestName |Result Refer... |Unitz  |Result Date/Time Test Comm... |Ermar Codefs] Error Marne(s)

* —

P w51 |Heldfo..|Ca EA2020 25456 P | EBACK-, Check sample for valume, fibrin, and clots. .cL Resull removed. Repeat on a different Instiument
W51 |Held fo...|GLUC \\ 3/6/2020 2:54.56 PM ET143 HOLD HOLD MV Abnomal Aszay or Reaction Result removed. Repeat on a different instument INVALID RESULT

Invalid results were
removed and replaced
with blanks
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CONFIDENTIAL: Authorized for internal use only.
SOP version # 11

Page 13 of 25



Leslie.X.Barrett
Highlight

Leslie.X.Barrett
Highlight

Leslie.X.Barrett
Highlight


Adventist HealthCare
Site: Shady Grove Medical Center, White Oak Medical Center,
Germantown Emergency Center Title: Data Innovations Instrument Manager

H. Patient and Order Management

4 Instrument Manager by Data Innovations, LLC

Systern  Configuration  Diagnostics  Security | Specimen Management S5R DT SR MM MA  Reports  Window  Help
S Workspace

Patient and Order Management
Rapid Order Entry
IManual Results Enbry

Select Patient and Order Management to look up previous results, order tests, and
print results (downtime use only).

Note: Patient reports should only be printed from SQ for distribution to providers.
The print feature is utilized to create preliminary reports for downtime purposes only
or for internal use only.

You can perform exact match searches or wild card searches.
Wild Card Searches
Patient name field type the search criteria, part of last name, followed by a wild
card (*).
Specimen ID field type the wild card (*) followed by part of the specimen ID
number.

Example Wild Card Searches

g\ System Configuration Diagnostics  Security  Specimen Management 55R DC SR [ MA Reports  Window Help 1=l

—Patient Infarmatiorr

. - Specimens |
Patient 1D
I @ Status |5pecimen 1D |Eo|\ecti0n D/T |
PatientName  |TESTSG* £ |
el e See Examples:
MRN | Name Search
Doe |;'"“;73932012 -] 2l

P Specimen ID Search

Sex C Male O Female " Urknown (Do one or the other not both)

=

Lacation Faciliy I

Admitting Physician I

Clear |

—Specimen Informatiors

Specimen 1D I“UEH M Order Tests >>>| - lle: s - |
|Test |F|esu|t |Un|ts |En0rs |C0nnect|0n_[§] |InstrumentID |Hesu|t

Date Time
Specimen Collection I;‘“‘“ 7/9 ;2012j Ir"“ 7 -44:49 Pp == Cancel Tests

Fluid Type I j Send to Host |
Priority & Foutine € STAT Frint Barcode |
Ordering Physician I j Print Specimen |
Comments =] Clear |

E [ | o
Dizplay All 5pecimen D ata | Display Previous Resuls | Save | Cloze |
SOP ID: SGAH.L49 CONFIDENTIAL: Authorized for internal use only.
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Adventist HealthCare
Site: Shady Grove Medical Center, White Oak Medical Center,
Germantown Emergency Center Title: Data Innovations Instrument Manager

Result of Patient Name search

p System  Configuration  Diagnoskics  Security Specimen Management  33R DC SR MM MA  Reports  Window  Help

—Patient Informatior & Patient Search x|

Faticrt |0 I Patientz Matching Search Criteria : Specimens
TEST-106 TESTSG,MARIE Collection DT
positns 5T B
55N |
MR |
LOB Select appropriate patient
Son " Male " Female € Unknowr
Location Facility I j
Admitting Phyzician I j
Cancel_|
rSpecimen Infarmatior o

I. Out Patient Call Back List
Flag an Out-Patient for “Call Back by removing the “CBACK-;” for the test
comment field in IM.

When the result is released the Call Back List is automatically updated.

Example: Call Back

© Workspace Edit  Wiew Format  Action  Help

iz 5 S| X G304 84 | 56AH CHEMHOLD | [# o - [H] e *| @ H ¢ pudit Trail... | Specimen Event Log... | Specimen Tracking... | | i’ﬂ;d!
MY 9 EESesR a8 H R RO X B ENE = O @ H i Click here to see a list of warnings. . - H
: specimen Worksheet I X : patient Information
. ote: Out Patie are = Patient Mame: BEBSUNMGIUEST WISTA CHILD
Specimen Type #
ghiighted ello Patient I0: 31000163
Specimen |0 | Specimen Completion Status | Patient MName Friority | Total Mumber of Tests ...| Specimen Dil. Date of Birth: 6 52000
040003389 | Tests Held BBBSUMGUEST VISTABABY |R 13 1 Sex F
040003334 |Tests Held BEBSUWGQUEST WISTAWOM... (R 18 1 Location - Facilty: Qut Patient
040003307 |Tests Held BEBSUWQUEST WISTA CHILD (R 3 1 Ordering Physician:
» 0400 & 1B JEILES Cl 3 1 Collection Date/Time: 7/4/2012 4:26:00 PM
1 Testz Held R 5 1 - Specimen Comment(s):
4 | | 3 Specimen Type:
! Test Worksheet
Tes...|Test 5...|Test Code |Test Mame |Result |Reference ... |Result DatesTime Re... |Test Comment(s) Error Codel=)|Error Mame(s) Previous...|Previous...
#* O
WS |Held £ |TP Tatal Praot... (3.2 G4-82 mREzmMz01z2s | [ HOLD Cther Tests Held 78
WE1 |Held ... |L L 1 T2 951:00PM | [] HOLD Cther Tests Held 1 1
WS | Held ... |1 | 1 T2 951:00PM | [] HOLD Cther Tests Held 1 1
WS1 |Held f.. |H H 1 T2 951:00PM | [] HOLD Cther Tests Held 1 2
P lvst |Heid 1., [GLUC Glucose 32 74 -106 TREM295230PM | [] cL cL 36 955
Remove CBACK-: -j
For an Out Patient Location removing CBACK-:
automatically sends the result to the call back list.
SOP ID: SGAH.L49 CONFIDENTIAL: Authorized for internal use only.
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Adventist HealthCare
Site: Shady Grove Medical Center, White Oak Medical Center,
Germantown Emergency Center Title: Data Innovations Instrument Manager

J. Tests Requiring Special Handling/Programming

Due to multiple fluid types on the same accession number special consideration must
be given to CRCL and GTT testing. These tests should be manually programmed on
the instrument utilizing the following format:

Program the accession number + TEST
CRCL - Example

F3200 UCRR

F3200 CREA
GTT

F3201 GTO

F3201 GT1

F3201 GT2

F3201 GT3

Results will need to be entered manually in MEM.
K. Start Holding All Results

If there is a suspected problem with Auto-verification there is a command to
Immediately Stop Auto-Verifying Results. If the need arises to STOP Auto-
Verification do so, then immediately:

e Notify Lab Management (Supervisor/Director/Admin On-Call).

e Notify other system laboratories.

e Complete a QV Form.

e Begin releasing results manually.

Go to the System-Status screen.
Select the appropriate interface (example. ELINKS or EZLINKW)

Select i Start Holding All Test For Verification

p System  Configuration Diagnostics  Security  Specimen Management SSR DC SR MM MA  Reports  Window  Help

Start Selected Connections @Stop Selected Connections ﬂ Reszend Messages }( Clear SendC d‘j t ark, Out-of-Service % Log Minimal SEL Ewents

@ oo g0 [0 & I[F[N B RS- | 7 EnerfindTed 48 (- B E G A2 @

Connection / 5 b - T — IIln IInQ ISendQ Eent IErrUrs
Start Holding All Tests For Verification |
- =1 Swpstem
Purge (CIfe i}
Limar On [2/2] a 1493 a
- Specimen Routfig  Cn i}
- =l User Defined
| | CEMTAURS On Ve 1] a a a a
|| CENTAUR orf Ve 1] a a a a
EZLIMKG rf Tes 1] a 16530 a a
EZLIMKS 7 0 0

SOP ID: SGAH.L49 CONFIDENTIAL: Authorized for internal use only.
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Adventist HealthCare
Site: Shady Grove Medical Center, White Oak Medical Center,
Germantown Emergency Center Title: Data Innovations Instrument Manager

To turn the Auto — Verification back on, from the SM Workspace page

e Select E}] Stop Holding Selected Tests for Verification
e Select the appropriate connection name

e Then select i‘?)] Stop Holding Selected Tests for Verification

g\ System  Configuration  Diagnostics  Security  Specimen Management SSR DC SR MM MA  Reports  Window  Help =1 ]
Workspace  Edit  Wiew Format  Ackion  Help
=} ﬁ _§ = 0 B3 [ 4% | sGAH CHEM HOLD - lﬁ &0 - a« * | @ sudt Trail... | Specimen Event Log... | Specimen Tracking. .. sy H
AT HEES BRAE ) 0 H F] X B HENE G Stop Holding Selected Tests for Verification
Specimen Worksheet B x Patient Information B x Tests Scheduled to be Held & X
Dirag a column header here to group by that column. Pat.lent Mame: Connection Carnection Mame Instrument |C
Patient IO List CENTAURS
Spe... |Soecimen D |Specimen ... |Reauested DatesTime | Patient Name Frio..|Specim || Date of Birth:
¥} Stop Holding Tests ll 1 Sew
g P 1 Lacation - Facility:
i 7
\t/ Are you sure you want to remove the Selected Tests from being Held? Ordlering Physiciar:
:-Q -1 Collection DatesTime:
0 % fes | Mo I 1 Specimen Commert(s):
; ; ; 1 Specimen Type: &
al 1 1 patient Statis . j

L. Quality Control

The Data Innovation software evaluates each QC result against acceptable ranges and
high lights the ones that violate the QC rules, in blue color. The DI software will use
the 1 —2s, 2 — 2s and 1 — 3s Statistical Process Control (SPC) rules to describe the
extent of the failure. Before releasing the QC result which has violated the QC rule, a
corrective action must be added to the failed QC. To add a corrective action to QC
results,

e under Specimen Worksheet click on blue highlighted QC

e under Test Worksheet select the blue highlighted assay which has violated
the QC rule

e QC Action Log W icon gets activated

e select the appropriate action that has been (Not Will Be) taken to trouble shoot
the failed QC

e click on Add Selected Action to Data Point

Release the QC result, the selected action will now migrate to Bio-Rad Unity Real Time.

SOP ID: SGAH.L49 CONFIDENTIAL: Authorized for internal use only.
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Adventist HealthCare

Site: Shady Grove Medical Center, White Oak Medical Center,

Germantown Emergency Center

Title: Data Innovations Instrument Manager

i

! Workspace Edit  Miew Format  Action  Help

Py b B | 4 S 48 | sean oc List 2o PETL PER
TR = - R = o

Specimen Worksheet s

ISDE...ISDecimen\D Specimen C... | Reguested Date/Time | Patient M ame

] Priorily‘] Specimel

|Complete |2/5/2013 143,06 AM |
|Complete | 3/5/20131:40:57 &M

Complete | 3/5/2013 1:40:55 &M

|Complete | 3/5/20131:31:18 M |
[Complete | 3/5/2013 1:28:01 AM |
|Complete  3/5/20131:27:1._. |
|Complete | 3/5/2013 T:00:51 AM |

| Complete | 3/5/201312:36:54 A

| Complete
| Complete

e st bstabl
| 3/5/20131230:48 &M

R

L
:
7

[
1
:I
1

BRI

Add Corrective Action

AC. Contiol: repeated level 1 ated
Contral: repeated level 2 - Accepted
A, Contral: repeated level 3 - Accepted,
AL, Instrument problem identified detail on OC summary report,
AC. Patient testing suspended.

AC. Patient testing suspended/hotine called, supervizor/TIC ir
AC. Reagent change lookback not indicated.

AC. Reagent change lookback performed and acceptable

ALC. Repeat control with freshly poured GC accepted.

AL, Hepeat contral with new OC vial accepted.

AC. Test recalibrated lookback not indicated, not patients teste
AL, Test recalibrated lookback performed and acceptable,

AC. Test/assay repeated OC in range.

AL Wrong Control Level - OC Repeated and Accepted

CC. Calibrator new lot. BC issue resolved

CC. Calibratar changed. OC issue resovled.

CC. Instrument calibrated.

CC. Instrument serviced s summary report.

CC. Instument: bleached

CC. Instrument: electinde/cartridge/IMT change

CC. New mean established. W
CC. New range established.

ac:
nir

T
0

£

i

o] Aidd New Action

Clase b

*

)

|

| Last Updated: | 3/5/2013 8172

| Logged On User: 153737 | Locale: Default

License #: IM-341802  Custorer Name: Quest Dx Nichols Instibute - Adventist HC

Test Worksheet X
1Tast . 1Tesl e 1Test...JTast Mame IH‘!&OP‘Iﬁefarence Fange | Result Date/Time Test Comment. .| T Rule Violated IQE Level |Eno| Cade(s] iError Mamel(z] ]QCAction Log Flag
VE1 |Rele. |CL  |Chloride  |102.58 |100-108 |3/5/2013 1:4C:08 AM | 12
W51 Rele.. |K |Potassium  |6.20  |B.18-662 3/5/20131:40:08 &M | 2

3f5x;ZUi 2

When QC results fail, stop the Auto-Verification immediately. Once the QC is
repeated and falls within acceptable ranges turn the Auto-Verification back on.
Utilizing the process below, click on the designated icon, then select the connection
name and designated test to stop holding:

To turn the Auto — Verification back on, from the SM Workspace page

e Select '“!'}] Stop Holding Selected Tests for Verification
e Select the appropriate connection name

e Then select @'I Stop Holding Selected Tests for Verification

M. Color Coding Standard

(Standard coding across all instruments connected via DI)

IM Color Coding

ield Formatting

.3 Mew Format,., | Edit Formatting. .. 53 Copy... >< Delete | < Priority Up 4 Priority Down

Description Ciiteria Farmat Type  |Field to Farmat Walue W orkspaces to Fomat

Critical ‘cH' or 'cl’ Cell Eror Codels] All

Delta ‘DELTA' Cell Errar Codefs] NJ& All

Stat Priority 5 Cell Pricrity N8 Al

Rejected ‘Rejected' Cell Result LA All

Cancelled ‘Cancelled' Cel Result NAA Al

Outpatient 5 Row hAA, 5GAH CHEM HOLD

Mo Sample 'E172" Cell Ermor Codels) Mo LAl

Above Assay ANG ER21" Cell Erar Codefs] All

CRIT CRIT Cell Error Mame(s] M2 Al

ac ‘BROC Row Al

Stago QC OUT ac Row Connection Testing GEC CHEM & COAG HOLD,GEC COAG HOLD 5GAH

Stago Mumeric Enors Codes |'2'or 5 or 'DELTA" |Cel Error Codefs) M4 Caonnection Testing, GEC CHEM & COAG HOLD,GEC COAG HOLD 5GAH

Stago lpha Errors Codes A4 or 'BH' ar ‘Al or ' Cell Errar Code[s] NJ& Connection Testing. GEC CHEM & COAG HOLD,GEC COAG HOLD 5GAH

Stago OMS ' or ‘AE or ' or 4| Cell Ermor Codefs) M8 Connection Testing, GEC CHEM & COAG HOLD,GEC COAG HOLD 5G4H

Stago Assay ANG 3o 'd or'B Cell Errar Code[s] Connection Testing. GEC CHEM & COAG HOLD,GEC COAG HOLD 5GAH

U Hold ‘Correlation' or 'Refra | Cell Eror Codels] NAA SGAH Second Level Review HOLD SGAH URINALYSIS HOLD wisH

USPG ‘Refractometer’ Cel Fiesult [P SGAH Second Level Review HOLD.SGAH URINALYSIS HOLD. \WaH

Result Run 'wWorkspace " Cell Result N4t Al

Urine QT Expired/Out Fail or HC Time Out|Fow ! 5GAH Second Level Review HOLD S5AH URINALYSIS HOLD.WaH

For Path Review ‘Review' o TEA or'| Cell Ermor Codels) Mo GEC HEME HOLD Hematology ‘Workspace,5GaH HEME HOLD waH

Hemo HOLD ‘DIFF' or MORPH' or| Cell Errar Codefs] |N.J‘A |GEE HEME HOLD Hematalogy ‘warkspace, 5GAH HEME HOLD MWwW/AH
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N. Computer display settings for using Data Innovation

It is important that the desktop windows colors are set correctly. If not, your color
flagging in the DI application will not be correct.

To check or change the display setting:

1. With your cursor on the desktop, right click THEN click on Personalize

2. In the “Basic and High Contrast Themes” section - Look at the
“Windows Classic” icon. The Current theme being used will be backlit (see
example below). “Windows Classic” is backlit. If it is not backlit on your
computer, then click on the theme. “Please wait” will display on the screen
while it is resetting. Once done, X out of the screen (the setting will be

saved).

O

(JC) B = Contpare - At onvorpasi s = iz - ﬁwéﬂ
@

Clcka theme to dow coor, sounds aatonce,

Change desktop cons

Windows Classic is
backlit and
Windows 7 Basic is
not backlit

Desktop Background Window Color Sounds Screen Saver

0. No Demographics Rules
Rules are built in DI for tests that have age-dependent critical values defined. If an
order is processed that does not contain a patient age, DI will hold the result and
display an error message to alert technologist to review for critical value.

Example:
Specimen YWorksheet R x : patient Information
Spe...| Specimen |D | Patient Mame Specimen Comple..|Requested Date/Time # ;I Patient Mame:
BE120D Tests Held FAT/2019 2:09:54 PM Patient IL:
BE140D Tests Held 7A7/2019 21556 PM Etesofoath
3 BE150D Tests Held 711742019 2:25:37 M e
i Location - Facility:
LI —I i Crrdering Pheyesician:
Test Worksheet
Tes. |TestSt.|Test Name |Result Feferen... |Units  |Fesult Date/Time Test Comment{s] Error Code(s] Errar Mame(s]
*
P sz |He|d fo. |GLUE |34 | | |?.-"1 /2019 2:25:48 P Mo Demographics Werify if critical or not before releasing result
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6. RELATED DOCUMENTS
OEM - On Line Entry Method, LIS procedure
MEM - Manual Result Entry, LIS procedure
Critical Values - Accepting Results in LIS, LIS procedure
Correcting Results, LIS procedure
Delta Check, QA procedure

7. REFERENCES

User Documentation, Instrument Manager v8.12, Data Innovations, INC.

8. REVISION HISTORY

Version | Date Reason for Revision Revised By App];*;ved
000 3/12/2013 | Update owner A. Chini R. SanLuis
Section 5: Added process to reinstate Auto-
verification to item K. Added QC section (item L)
001 3/18/2015 | Section 5: Add auto-log off, update screen shots, D. . SanLuis
add Coag and GEC instruments, update work lists, | Concepcion
remove outdated calculation example, add Coag L. Barrett
example
Section 6: add Delta Check
Footer: version # leading zero’s dropped due to new
EDCS in use as of 10/7/13
2 6/8/2016 | Section 5: Add Iris (Urinalysis) processing through | D. . SanLuis
DI Concepcion
M. Sabonis
3 8/1/2016 | Header: Add other sites D. . SanLuis
Section 5: Add second level review for crystals Concepcion
4 5/18/2017 | Section 5: Add Hematology Interfaces & work lists, | D. . SanLuis
Update Iris QC, add example 6 (previously resulted | Concepcion
from different instrument error) M. Sabonis
Section 6: Remove SOP numbers L. Barrett
Section 9: Add addenda; Move Iris actions from
section 5, add Coag and Sysmex (Hematology)
processing through DI
5 9/17/2017 | Addendum 3: add steps 11-19 D. . SanLuis
Concepcion
6 2/13/2018 | Section 5.D: Replaced ELINKG with EXPG1 & M. Sabonis . SanLuis
EXPG2.
Section 5: Added windows color setting as item N.
Addendum 3: Added color flagging of critical/delta
7 7/10/2018 | Section 5.G: Added reference to addendum 4 D. . SanLuis
Section 9: Added addendum 4 Concepcion
8 1/18/2019 | Header: Updated parent facility L. Barrett . SanLuis
Section 5.G: Updated addendum number
Section 9: Removed Sysmex (added to CBC SOP),
re-numbered addenda, corrected UOM for tropi
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Version | Date Reason for Revision Revised By App];*;ved
9 8/21/2019 | Header: Changed WAH to WOMC L. Barrett R. SanLuis
Section 5.D: Added AUWi & removed Iris D.
Section 5.G: Updated addendum number Concepcion
Section 5.0: Added no demographics rule
Section 9: Removed Coag (added to STA Operation
SOP) and Iris (instrument retired), added DI v8.16,
re-numbered addenda
10 3/17/2020 | Section 5.F: Changed WAH to WOMC, added D R SanLuis
combined work lists for UA/Coag and Heme/Coag | Concepcion
Section 5.G: Added examples 7 & 8

9. ADDENDA AND APPENDICES
1. Troponin Critical Value Actions
2. Action Menu Changes for DI version 8.16
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Addendum 1
Troponin Critical Value Actions

Example 1

Normal troponin

Action: Auto-released by DI

1 x Patient Information

Specimen Worksheet

Spe... | Specimen D Specimen ... |Requested Date/Time Fatient Mame Frio...| Specimen Dil...| Collection De;l Patient Mame: TEST, TROP3
» TUEE1 Tests Held  |5/30/2018 10:18:17 AM TEST. TROP2 Patiert [D: 12343673
_lj Date of Birth: 53052015
LI—I L4 Sex
Test Worksheet
T..|Test... [Test..|Result [Referen... |Result Date/Time Test Comment(z) Error Code(z] Error Mame(z] Frev.. | Previous Result Date/T ..
*
| p|vsi[Relea. CTHI [DO7 | 5/30/2018 10:18:17 .. | |

Example 2

First (initial) critical troponin for this patient

Action: Call critical troponin to provider and document per policy in Test Comment field

1 x Patient Information

Specimen Worksheet

Pria..| Specimen Dil...| Callection Date/Time | Fun Count LE;I Patient Mame: TEST, TROP3

Spe... | Specimen [D Specimen ... |Aequested Date/Time Patient Mame

» TUBE2 Tests Held  |5/30/2018 1001817 &M TEST. TROF3 5/ Patient ID: 12345673
_lj Date of Birth: 5/30/2018

4 | L Sen:
Test Worksheet

IT... ITest . ITest | Result IFleferen... IFlesu\t Date/Time © ITest Comment(s] IError Code(s] IError M ame(s] |F’rev...| Previous Fesult Date/T. ..
# || | | | | | ||

VE1[Held (.. [CTNI_ [010 | [5/30/201810:18:35 .. |CBACK-: TEGT TROP 05302018 1021 123 SRR cH (007 [5/30/2M8 101817 &M

Example 3
The previous critical troponin value is between 0.1 - 1.0 ng/mL.

The current troponin value is NOT > 10 times the previous value.

Action: Change the Test Comment field to TROPC and result

Specimen Worksheet 1 x Patient Information a
Spe... | Specimen [D Specimen ... |Requested Date/Time Patient Name Frio...| Specimen Dil. | Collection [;I Patient Mame: TEST, TROP3
ra TUBE3 Tests Held  |5/30/201810:18:17 &M TEST. TROP3 Patient [0 12345673
_'j Date of Bith: 5/30/2015
ﬂ—l D Sex
Test Worksheet /\ q
IT... ITest ITast _|Result |Referen... |Result Date/Time vTest Comment(s] \ IError Codels] IError Mames] Prev.. | Previous Result Date/T..
#| | | ] |
VS1[Held . [CTNIf 030 | [6730/2016 10.43:32) N\ TROPC-FVT /] [ERBEET A cHDELTA [0.10 [5/30/2018 10:16:35 AM
. S
Current Previous Result

Result
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Addendum 1 continued

Example 4
The previous critical troponin value is between 0.1 - 1.0 ng/mL.

The current troponin value is > 10 times the previous value.
The Error Code has “CALL” and the Error Name has “CALL TROP”

Action: Call critical troponin to provider and document per policy in Test Comment field

Specimen Worksheet 3 x Patient Information D]

Spe... |Specimen 1D Specimen ... |Requested Date/Time Patient Mame Pric.. | Specimen Dil...| Collection [;I Patiert Name: TEST, TROP3 2
5 TUBE4 Testz Held  |5/30/2078 10:18:17 AM TEST, TROF3 Patient ID: 12343673
-
_’|:1

Date of Birth: 573072018

LI—I Sex: -

s

Test Worksheet

IPrev IPIEVIDUS Result Date/T |

IT ITest ITest IFlesuIt IFl |Hesult DateTime © |Test Cormmert(z] IEnnr Code(z) IErmr Marne(s)]
# [ [ [ | \ | |

W51 |He|d f...|CTN\ |3.DU | ‘53’30!201 S10:46:45 ‘CEACK-; TEST TROP 05302018 1203 4082~RWT 0.30 |5/30/2018 10:43:32 AM
Example 5

The previous critical troponin value is between 1.01 —20.00 ng/mL.
The current troponin value is NOT > 5 ng/mL more than the previous value.

Action: Change the Test Comment field to TROPC and result

Specimen Worksheet 1 x Patient Information ax
Spe... | Specimen [0 Specimen Requested Date/Time Patient Mame Prin...| Specimen Dil.._| Collection [;I Patient Mame: TEST, TROPS
7 TUBES Tests Held  |5/30/201810:18:17 &M TEST. TROP3 Patient ID: 12345673
> Date of Birth: 5/30/2018
Ll—l D Sex ‘
Test Worksheet 1 ox
|T... ITest |Test I Result IH IHesuIt Date/Time © Test Comment(s] \ |Error Code(s] IError Marme(s] |Prav...| Previous Result Dale.-"T...l
*[ | || { |
VS1[Heldf. [CTNI [410 | |5/30/2018 1206:30\_| TROFC yA R [300 |5/30/2018 10:46:45 &M |

Example 6
The previous critical troponin value is between 1.01 -20.00 ng/mL.

The current troponin value is > 5 ng/mL more than the previous value.
The Error Code has “CALL” and the Error Name has “CALL TROP”

Action: Call critical troponin to provider and document per policy in Test Comment field

Specimen Worksheet 1 x Patient Information =
Spe... | Specimen 1D Specimen ... |Reguested Date/Time Fatient Mame Fri...| Specimen Dil...| Collection [ﬂ Patient Mame: TEST, TROPS
£ TUBER Tests Held  |5/30/2018 10:18:17 AM TEST. TROPZ Patient ID: 12343673
_lj Date of Birth: 5/30/2018
LI—I L4 Sex N
nox

Test Worksheet

IT |Test ITest |Hesu\t |H IHesuIt D ate/ Time © |Test Cornment]s] IErmr Codels] IEnnr Marme(z] |Prav IPrewnus Result Date/T |
| [ [ | | | | | |
ST[Held . CTNI [910 | |5/30/2018 120855 .. |CBACK- TEST TROP 05302018 1209 062°FVT | SHUCALLDELTANS e CAN T HOPDERTANM 410 |5/30/2018 12:06:30 FM |

*
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Addendum 1 continued

Example 7
The previous critical troponin value is 20.01 ng/mL or more.

The current troponin value is > 25 ng/mL more than the previous value.
The Error Code has “CALL” and the Error Name has “CALL TROP”

Action: Call critical troponin to provider and document per policy in Test Comment field

Specimen Worksheet 3 x Patient Information nx
Spe... |Specimen [D Specimen ... |Requested Date/Time Patient Mame Fria.. | Specimen Dil...| Callection [;I Patiert Name: TEST, TROP3

F TUBES Tests Held | 5/30/2018 10:18:17 AM TEST. TROP3 Patient ID: 12345673 ]

hd Date of Birth: 5/30/2015

LI_I J S |

Test Worksheet o x

IT.. |Test . ITest ...IF\esuIt |H IF\esuIt Date/Time © ITest Comment{s] IEerl Code(s] IError Mame(s] IF’rev...I Previous Result Date.fT...I

ol [ [ [ 1 | | | | |

WS1[Held [ [CTHI [47.00 | [5/90/20181221:24 . |CDACK-: TEST TROP 05302016 1221 4062 [T BETT A C CR T RORBEL AN 22 00 [5/30/2016 12 1857 PH |
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Addendum 2

Action Menu Changes for DI version 8.16

The DI version 8.16 Action Menu for specimen workspaces that use the Test Worksheet layout
has a submenu that groups the Release, Reject, Send to Host and Print Report actions. The test

worksheet layouts are used by the Vista, Stago, Centaur, and Expand specimen workspaces.

For specimen workspaces that use the Run Worksheet layout such as the Sysmex and AUWI
workspaces, the Release, Reject, Send to Host and Print Report actions are within the main

Action menu.

+

Felease, Reject, Send to Host and Print F.eport Actions
For Test Worksheet For BEun Worksheet
| &
i e
[Resut 1] Juris() [Ress Dot/ Tine | 3 Redease fun 1eject Other Runs
isert Coded Entry... | | @ Roksase (rone]fRieject Other (non)
W Fla... 1= NG 1050
5 Color Codng ] Fied Foamat ! B 105D S Peict Pun
= o ST [10 [Ewa  [anesmains B Reject (none)
H Feld chosser.. [r=50 _ [aazms 1050 & Rorn rone)
|2 eewbyba 3 [anazmanso
Froeos Colsved 2+ _ [anazm3 1050 )| Order How Tests...
== » [[Posnve | [z s 1050 U Order RerunfRefies...
[CLEAR | (A4 1050 i FReksase for Second Level
Li} Orcler Mewr Tsts.. [1om I [Basmainn . Free—
[ atien bl 5 crder Reruneiiec... 2 Relesse
. Reject Result
Bl Trad. . A Pelesse for Second Level Review M RenunReject
i Specimen Tradking... ol Relepse ¥
1 Specimen Event Log... e Eresert Coded Endry. ..
{ oy Send Selected Data to Fudes Testing. . XK Reject Resk Bk R Dforimalion, ..
[ Test Status Mstory... M RenmReject L
S Show Al Data. .. .?'3 Print/Renurdfepsct ;- [r—
i et
i EPTEIT { 1 _j Brink....
EL B Pk Report
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