TRAINING UPDATE

Lab Location: FWMC Date Implemented: 3/25/25
Department: Blood Bank Due Date: 4/8/25

DESCRIPTION OF PROCEDURE REVISION

Name of procedure:

FWMC Daily Reagent Quality Control

Description of change(s):

Recently, we have had issues at all sites where staff members have failed to
perform QC during their shift.

Each shift is supposed to verify that QC was performed during the previous shift.
In every case where QC was missed, the following shift also failed to identify the
omission and complete QC.

The procedure was updated to require each shift to look at the daily QC results
using SmarTerm function QCR. The requirement was added to the daily duties
checklist to remind staff to perform this function.

If you note any errors in QC for a previous shift or if QC was not performed, you
are required to complete QC and fill out an IQE event.




L Jo | abed "(La3) Wd S5:€ GT0Z/PT/E U0 peluld "SZ0T/1Z/S U0 PamMalAs. 18T "¥8R0EL L | Adoo yuelg

620Z'¢ Ao [N TAE R

:9)eq IMBIADY JosInIadNg

pauLiopad Jou sem Jodal sy YoIym Uo Aep ay) 0} Spuodsanos
Jey xoq ayj ut (/) sewysey e soeid ‘Aep USAIB e 1o} pajesauab jJou s Jodas ay) )| yBiy Ajjensnun si peoppom yoiym ul sAep 1o ‘sAepijoy ‘spuadeam uo pajesoush aq jJou Aew suodel SUWI0S JOASMOH "SISEY Ajlep e uo uni Ajaunnod ate spodey 80N

(8p03 yooL pue eeq) Ajujuoy dnxoeg JO UORBIBLIBA

(epoD yoa | pue ayeq) Apjesp DO 1dIsosy Jusbeay

("0D) sHnsey D jJo Molrsy

(Aptoapn) (207) BoT3sel anpieap

(1107} Bo ebusy

(814ag) bo7 Ynsey uonoesy sje(dwoou]

(21g49) Hoday aoueinssy Apjend)

(gxg8) 21epdn 1R AV Jusked

Hoday sy nsay aaebau Uy Ajleq

BuidA] usbpuy pue qIqy Jo malAsY

pea dnoug
(uop jo Aeq jsilg) syuswbes yun PIO preasiq
{epoD Yoo pue areq) yoeyD Ysemais

Syse Uy pue S)INsey UoNoesy OO HIUS BUlued AJLeA

OO PUE OUBUBIUIEH OYo]

20D %oBY Lva

(z1489) Aewwng 81epINO Hous

(d1g) uopezfeulJ snss| pooig

(gyag) 1s1 sHun pepodaiun ‘panss)

snjejs sjeudosddy o} Hgg Uo siun NSg

(ryga) 1817 pnpold poolg paidxg

(D39) seyojewssol) paldxy yueg poolg

1517 UONEO0|ly pedx

WYys BIN

PIO SYUOW g< SlIoD Jusbesy piessiq

00 8bryus)d Ajuop

(epoD Yos ] pue sjeq) eoUBUSIUE APIOBAN JOMBLL BWISEl]

(epoD ysa | pue sleQ) eoueusjuiely ADIOBAA JBYSBAA 19D

(e14g8) papooN sy siepiQ bulpues isnlpy

ajnpayog Aiabing

SoUBLBJUIBI JOMBY | BWSE|d

DoUBUBJUIRY JOUSEM |80

Q0UBUB)UIEI 8BNjUaD

Req AuaA

SYHSE | SOUBUSIUIBI PUE S)NSTY Uoloesy DD Biysizq Ausp

20 Z%oed

Wys Buiuang
(Yiuow jo1s1) pgg--BAOU| 0} LIodal Jun pald)sues]
O JO 9/M 1)1 (DAND/SY1d ‘ANI ‘TE8) AIOJUBAU) P3|IR}e(]

20 adoasouopy

Uoy uo spey) abueys pue sainjesadwa] Aleq

9)eq uojjendx3 Aq Aiojusau| poojg ebuely

(5]

%S | aoUBUBIUIBIY PUE S)INSaY UCHOESY OO WUS JUPIN RS/

20 | W'y

(pajecolje ‘Zyga) s ell4 Jonpoid

(G1ygg'9dag x3g) dmjoeg jueg poolg

ylys Aeg
ot |6c|ecfic|oc]sejve|cc|lez|icfjoeleb st |alst]wn]er]at]ulole]lses] sz]ols[vrecTlz][
wio4 syse] pue syodsy Apeg
:uoneso] 1Jed A/UIUON
aseDHyljeaH 4\\ wiio4 syse pue spoday Ajieq yueg pooig (0°0L UOISIBA) 6ZL4 OV "GZ02/1.2/S Buile)s eAnoayg Jusiuno pue paroiddy
ISNUIAPY



Adventist HealthCare

Site: Fort Washington Medical Center

Non-Technical SOP

Title | FWMC Daily Reagent Quality Control

Prepared by | Stephanie Codina Date: 7.30.2021
Owner | Stephanie Codina Date: 7.30.2021
Laboratory Approval
Print Name and Title Signature Date

Refer to the electronic signature page for
approval and approval dates.

Local Issue Date: Local Effective Date;

TABLE OF CONTENTS

L. PURDPOSE ...ttt et et eeeeesesseseseaaeessaesasasansssseresessesesssssnneneeeessses 1
2 S COPE et e e e rer e ————————aararaaaaaea—————arerterra————————ian 1
3. RES PON S BILITY ettt ettt ettt e e e e e ee e e e e eesesesaaesessassssseseennnassesssssssesesssanessen 1
4, DEFINITIONS . ..ottt ettt et et e e eesasessssatreaaeaessssessessnssaseareesssssseeaeneens 1
5. PROCEDURE. ..ottt et e e e e e ee e eaeaesesasassssssereaasesseesssssssenessssssessesanaes 2
6. RELATED DOCUMENTS .ottt eeeeeeeeraeaessasssasessesssssssesseseessssseeeeeeeeeeias 10
7. REFERENCES ..ottt et eee e e e e e sesetaeseseennaaeeseessees seseeeeesssseane e e oo 11
8. REVISION HISTORY ..ot eeeeeseeereaaseenseeeeseseessssss e e s e e e e 11
9. ADDENDA AND APPENDICES ... oot eeeeee e eeese e e ee et 11
1. PURPOSE

Commercial antisera and reagent red blood cells are tested daily and prior to being placed
into use for patient testing to confirm that they react as expected. Reagents in use are
tested with known samples and the results are documented.

SCOPE
This procedure applies to commercial antisera and reagent red cells. Each reagent is
tested daily and prior to being placed into use for patient testing.

RESPONSIBILITY
All blood bank staff members must understand and adhere to this procedure for
performing reagent quality control.

DEFINITIONS
N/A
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Adventist HealthCare

Site: Fort Washington Medical Center

Title: FWMC Daily Reagent Quality Control

S.

PROCEDURE

~Action

Quick Notes:

LAB ID = FWBB

RACK ID =FW1

BATTERY =DRQC

AMR = Accept, Reject, Modify

Click the picture of the keyboard at the top of the screen to utilize the function
keys.
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Once the keyboard is open, use your mouse to click the keys needed.
The “Find” and “Do” keys are located here.
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Daily Quality Control

Step |

1

Remove reagent and quality control racks from the refrigerator to allow
reagents to come to room temperature.

Perform an inspection of reagents.
A. Verify that the expiration date of each reagent has not been exceeded.
B. Discard expired reagents and any reagents that will expire within 24
hours of quality control procedure.
C. Discard reagents that will be depleted during the day.
D. Replace discarded reagents with new reagents.

Set up gel QC per instructions below and allow to incubate and centrifuge will
the remainer of QC is performed.

Access Sunquest SmarTerm function QCE for Quality Control Entry.
A. At the “Tech Code” prompt, type your tech code and press “tab.”
B. At the “Shift” prompt, press “tab.”
C. Atthe “Lab ID” prompt, type FWBB and press tab.
D. At the “Bench/Rack” prompt, type FW1 and press tab.

SOP ID: FWMC.BB7

SOP version # 4

CONFIDENTIAL: Authorized for internal use only.
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Site: Fort Washington Medical Center

Title: FWMC Daily Reagent Quality Control

Step

Action

If you are entering a new log or new shipment of reagent, follow the instruction
in the section labeled “Reagent Receipt Process.” Before continuing to the next

step.

At the “Main Menu” screen, highlight, S. Grid Result Entry and press enter.
A. At the “Date” prompt, press enter to default the current date.
B. At the “Battery” prompt, type DRQC for daily reagent quality control.
C. At the “Retest” prompt,
a. Type N and press enter if this is the first time QC has been run
for the day.
b. Type Y and enter if QC has already been performed for the
current day and is being repeated. Reasons for repeat include:
i. New lot or shipment of reagent is being placed into use
after QC was performed for the current day.
ii. QC failed and is being repeated after corrective actions
have been taken.
Repeat QC only requires QC of the applicable reagents. You do
not have to repeat QC of all reagents.

A “Rack Lot Association” screen will appear. Note: the reagents display in
alphabetical order.
A. Click on the keyboard icon to display the keyboard.
B. Click the Find key (located on the electronic keyboard) to display the
lots of a particular reagent in use.
C. Highlight the lot that corresponds to the lot printed on the reagent.
Verify the correct expiration date is listed and click enter.
D. Repeat these steps until all reagent lots and expiration dates have been
entered.
E. For “ROK” always enter a lot of “OK” with no expiration date. This is
a computer placeholder for the visual inspection.
F. Click on the Do key to move to the next screen.

The “Grid Result Entry” screen will appear.

A. Visually inspect all reagents for evidence of contamination or
deterioration (marked turbidity or precipitation of antisera, hemolysis of
red cells).

B. Enter the visual inspection for each reagent.

a. Enter Y if the visual inspection passed.

b. Enter N if the visual inspection failed. Do not use any reagents
that did not pass visual inspection. Discard and place a new
reagent into use. Write a PI/variance.

C. Press the “Enter” key to move to the next grid.

Perform the Immediate Spin portion of QC.
A. Label 12 test tubes 1-12.
B. Add antisera to the tubes.
a. Add 1 drop of anti-A to tubes 1 and 5.

SOP ID: FWMC.BB7

SOP version # 4
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Page 3 of 12
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Site: Fort Washington Medical Center Title: FWMC Daily Reagent Quality Control
Step Action
b. Add 1 drop of anti-B to tubes 2 and 6.
c. Add 1 drop of anti-A,B to tubes 3 and 7.
d. Add 1 drop of anti-D to tubes 4 and 8.
e. Add 1 drop of confidence antibody to tubes 9 and 10.
f. Add 1 drop of albumin to tubes 11 and 12.

Visually inspect each tube to ensure the reagent is present.
Add cells to the tubes.
a. Add 1 drop of confidence 1 to tubes 1, 2, 3, and 4.
b. Add 1 drop of confidence 2 to tubes 5, 6, 7, and 8.
c. Add 1 drop of Al cell to tubes 9 and 11.
d. Add 1 drop of B cell to tubes 10 and 12.
E. Gently mix each tube and serofuge for the immediate spin phase time
listed on the serofuge (generally 15 seconds).
F. Read one tube at a time macroscopically for agglutination using an
agglutination viewer and immediately record results in the computer.
G. QC1 Grid
a. Tube 1 (from left) = Anti-A + Confidence 1
b. Tube 2 = Anti-B + Confidence 1
¢. Tube 3 = Anti-A,B + Confidence 1
d. Tube 4 = Anti-D + Confidence 1
H. QC 2 Grid
a. Tube 5 (from left) = Anti-A + Confidence 2
b. Tube 6 = Anti-B + Confidence 2
c. Tube 7 = Anti-A,B + Confidence 2
d. Tube 8 = Anti-D + Confidence 2
I. QC3Grid
a. Tube 9 (left, top) = Confidence Antibody + A1 Cell
b. Tube 10 (left, bottom) = Confidence Antibody + B Cell
c. Tube 11 (right, top) = Albumin + A1 Cell
d. Tube 12 (right, bottom) = Albumin + B Cell

SRS

9 | Perform the Gel portion of QC. Note: It is acceptable to set up, incubate, and
centrifuge gel QC while performing the other parts as long as results are entered
at the time they are read.
A. Obtain an Anti-IgG gel card. Visually inspect the gel card before use.
Each microtube should have a clear liquid layer on top of opaque gel.
Do not use gel cards if the gel matrix is absent or the liquid level in the
microtube is at or below the top of the gel matrix. Do not use gel cards
that show signs of drying, discoloration, bubbles, crystals, or other
artifacts. Do not use cards if foil seals appear damaged or opened.
B. Label the 3 microtubes with “Confidence Antibody” and the other 3
with “Albumin” label the individual microtubes as 1, 2, and 3.
C. Remove the foil seal from the gel card. Inspect the gel card to ensure
that residual film does not block the opening of any microtube.
D. Add 50 uL of red blood cells to each microtube. Do not allow the
pipette tip to touch the microtube. Erroneous results due to carryover
may occur.

SOP ID: FWMC.BB7 CONFIDENTIAL: Authorized for internal use only.
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Step Action

a. Add 50 pL of screen cell I to both microtubes labeled “1.”

b. Add 50 pL of screen cell IT to both microtubes labeled “2.”

¢. Add 50 pL of screen cell I1I to both microtubes labeled “3.”
Add 25 pL Confidence Antibody to the three tubes labeled as such.
Add 25 pL of albumin to the three tubes labeled as such.
Incubate the gel card for 15 minutes at 35-39°C. Do not allow
incubation to exceed 40 minutes.
After incubation, centrifuge the gel card at the preset conditions.
After centrifugation, remove the gel card from the centrifuge.
Observe and read macroscopically the front and back of each microtube
for agglutination and/or hemolysis and record reactions. If either side of
the microtube is positive, the reaction is considered to be positive.
K. Record results immediately in the Gel QC grid.

—rm omm

10 | Asyou enter results, Sunquest will interpret whether QC is acceptable.

A. If acceptable, the interpretation will update to “QCP.”

B. If unacceptable, the interpretation will update to “QCF” and the failed
QC result will be backlit.

CONFAB ALBU INTRF
AICELL |1+ o elCF
BCELL |3+ o} }

C. Type the * asterisk key to open the “Modify, Accept, Reject, or
Comment” fields.

D. Enter a comment if a new lot or shipment of reagent was placed into use
(Ex: New shipment of albumin lot 123456 placed into use).

E. Accept the result to save.

11 | If any of the QC results failed, utilize the “Out of Range Quality Control”
section of this procedure to troubleshoot. Sunquest will require a failure code
and comment.

Enter the appropriate Quality Control modifier code from Appendix A.
At the “Edit Comment” prompt, type “Y.”

Type a comment that outlines the problem, corrective actions, and
patient impact.

Press the F1 key to save.

Type the E key and enter to exit.

Select Accept, Modify, Reject and press enter.

G0 BR LOMMEHT EHIRY SCRTEH 06/28/2024

mmo 0w

Of failed. HNew reageni put Into uan ond OC ®ith scooptable results,
Mo patient impact. Lookback porforsed.fl]
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Reagent Receipt Process

Step Action

1 This process is followed when placing a new bottle or new shipment of
reagent into use.

2 Access SmarTerm function QCE (QC Entry).

3 Select 1. Lot Entry.

4 At the “MFG Code” prompt, type one of the following and press the tab
key.

A. WER for Werfen/Immucor.
B. ORT for Ortho.

5 At the “Lot Number” prompt, type the lot number from the reagent and
press the tab key.

6 At the “Item(s)” prompt, type the mnemonic that corresponds to the reagent
being entered. If more than one reagent has the same lot number (such as
with Surgiscreen or Confidence), type each of the mnemonics separated by
a comma.

A. Al Cell= AICELL

B. Albumin = ALBU

C. Anti-A = ANTIA

D. Anti-A,B = ANTIAB

E. Anti-B = ANTIB

F. Anti-D = ANTID

G. B Cell = BCELL

H. Confidence Kit = CONF1,CONF2,CONFAB,CNF
I. Diluent 2 =DIL2

J.  Anti-IgG Gel Card = IGGGEL

K. Surgiscreen = SURSC1,SURSC2,SURSC3,SURSCN

7 Select the lot number to inactivate (the one being taken out of use) or select
“New Shipment” from the pop-up menu.

8 Press tab to bypass the procedure(s) prompt.

9 At the “Received Date” prompt, type the date on which the
reagent/shipment was received in the lab from the Product Received Log
and press tab.

10 At the “Active Date” prompt, type T for today and press the tab key.

11 Press tab to bypass the “Inactive Date” prompt.

12 At the “Expiration Date” prompt, type the expiration date of the reagent.

SOP ID: FWMC.BB7 CONFIDENTIAL: Authorized for internal use only.
SOP version # 4 Page 6 of 12
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Title: FWMC Daily Reagent Quality Control

Step Action

13 At the “Quantity” prompt, type the quantity of reagent received from the
Product Received Log.

14 Press tab to bypass the notes section.

15 Highlight Accept and press enter to save the lot.

16 When performing QC, you must enter the new lot next to the reagent name
on the “Rack Lot Association” screen to officially put the reagent into use.

17 Document the date on which the new lot/shipment of reagent was placed
into use on the Product Received Log.

Out of Range Quality Control

Step Action

1 DO NOT report patient results if the quality control result is out of
acceptable range.

2 Use problem solving techniques to determine the cause of unacceptable
quality control. Correct problems as noted. Techniques include, but are not
limited to, the following:

A. Verify that the procedure was followed as written.

B. Check reagents or control materials for deterioration.

C. Verify the proper amount of reagent/control was used for testing.

D. Verity instrument function, if applicable.

E. Verify that reagents were at room temperature (18-30°C or other
temperature defined by the manufacturer) when quality control was
performed.

3 Repeat quality control once corrective action has been performed or
potential issues have been ruled out. You only need to repeat QC on the
reagents that failed. It may be necessary to reanalyze the failed run or other
specimens run since the last acceptable QC results were obtained to ensure
results area accurate and reliable.

4 Add a comment that documents the following:

A. Evaluation of problem

B. Corrective action taken to resolve the situation

C. Impact on patient results

SOP ID: FWMC.BB7
SOP version # 4

CONFIDENTIAL: Authorized for internal use only.
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Downtime Process
Step Action

1 Obtain a copy of the “FWMC Downtime Blood Bank Quality Control”
form.

2 Record the date on which QC was performed and the tech completing QC in
the designated spots.

3 Record the lot number and expiration date of each reagent that will be
quality controlled on the form.
A. Verify the expiration date of reach reagent has not been exceeded.
B. Discard expired reagents and any reagents that will expire within 24
hours of quality control procedure.
C. Discard reagents that will run out during the day.
D. Replace discarded reagents with new bottles.

4 Visually inspect all reagents for evidence of contamination or deterioration
(marked turbidity or precipitation of antisera, hemolysis of red cells).
A. Document the appearance of each reagent on the downtime form.
a. Document S if the reagent has a satisfactory appearance.
b. Document U if the reagent has an unsatisfactory appearance.
B. Replace reagents with an unsatisfactory appearance.
a. Do not use reagents with an unsatisfactory appearance for
patient testing.
b. Write a PI/Variance to document the reagent problem.

5 Follow the instructions above to set up QC. Document results on the
downtime form.

6 Determine whether quality control results are acceptable by comparing the
results obtained to the expected values for each tube. Document the QC
interpretation by circling Pass or Fail on the downtime form.

7 Enter QC in Sunquest when the computer system is operational. Sunquest
will not allow staff to backdate QC. If QC was performed on downtime and
it was not entered on the same calendar day it was performed, add a
comment indicating QC was performed on downtime and retroactively
entered into Sunquest.

A. Enter QC per procedure above.

B. At the “Accept, Modify, Reject, Comment” prompt, select Comment.
C. Enter the comment and press the F1 key to save.

D. At the “Command” prompt, type E to enter and save.

E. At the “Save and Exit: Are you sure?” prompt, type Y and enter to save.
F. The screen will return to the Accept, Modify, Reject prompt. Accept the
results to save.

8 Document the tech code of the person that entered the results and the date
of entry on the downtime form.

SOP ID: FWMC.BB7 CONFIDENTIAL: Authorized for internal use only.
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Title: FWMC Daily Reagent Quality Control

Step | Action
9 File the completed form in the Blood Bank QC Manual.
QC Verification
Step Action

1 Dayshift is responsible for verifying the QC results. This must be done at
the beginning of the shift.

2 Access the QC results in Sunquest.

A. Access Sunquest SmarTerm function QCR.

B. Select printer 0 to print on screen.

C. Select option 7, Rack Result Report.

D. At the “Lab ID” prompt, type FWBB.

E. Atthe “Modify, Accept, Reject” prompt, select M to modify the
date.

F. Enter the desired Start Date and End Date and press enter until you
get to the “Modify, Accept, Reject” prompt.

G. Select A to accept.

3 The report will print on the screen.

A. Verify that QC has been performed.

B. Verify that results are acceptable.

C. Verity none of the expiration dates have been exceeded or will be
exceeded before QC is run again.

4 QC must be performed/repeated if any discrepancies are noted. Patient
impact must be assessed. Notify the supervisor immediately if patient
impact was identified.

Weekly QC Review
Step Action
1 The group lead or designee is responsible for reviewing QC results weekly.
2 Access the QC results in Sunquest.

Access Sunquest SmarTerm function QCR for QC reports.

Select option 7. Rack Result Report.

At the “Lab ID” prompt, type FWBB.

At the “Modify, Accept, Reject” prompt, you can accept the default
or modify to change the date range.

COowp

SOP ID: FWMC.BB7
SOP version # 4
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Step

Action

3

The QC results that were performed and documented during the timeframe
selected will appear on the screen. Review the results to ensure the
following:
A. QC was performed each day on which patients were tested.
B. QC results were within acceptable limits.
C. If outliers are noted,
a. Verify the appropriate corrective actions and patient impact
are documented.
b. Verify that QC was repeated and found acceptable before
patient testing was performed.
D. If a new lot or shipment of reagent was placed into use, ensure it
was properly quality controlled prior to patient testing and
documented on the product received log.

Document weekly QC review on the Daily Reports and Tasks Form.

Expected Results

Step

Action

1

Daily Quality Control
Tube | Expected
Result
2+, 3+, 4+
2+, 3+, 4+
2+, 3+, 4+
0
0
0
0
2+, 3+, 4+
2+, 3+, 4+
10 2+, 3+, 4+
11 0
12 0
Confidence Ab Gel 1+, 2+, 3+, 4+
(microtubes 1, 2, & 3)
Albumin Gel 0
(microtubes 1, 2, & 3)

OO ~J|N | N[5 [ D] =

\O

RELATED DOCUMENTS

SOP: Blood Bank Reaction Grading

SOP: Blood Bank Reagents and Controls Policy

Form: FWMC Downtime Blood Bank Quality Control Form (AG.F48)
Form: Daily Reports and Tasks Form (AG.F129)
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SOP version # 4
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7. REFERENCES
Ortho Confidence System Manufacturer’s Instructions, Pub No J65523 EN, version
€631209724. Ortho Clinical Diagnostics. Raritan, New Jersey.
8. REVISION HISTORY
Version | Date Reason for Revision Rel\;I;ed Ap[;;;ved
1 7/18/24 Section 5: Added “General Notes™; Revised QC S Codina | S Beltaifa
process; added “Downtime Process”; added
“Weekly QC review”; Revised “Expected results”.
Section 9: Added Appendix A
2 8/2/24 Added the “Reagent Receipt Process.” SCodina SBeltaifa
3 3/21/25 Added QC Verification section. SCodina SBeltaifa
9. ADDENDA AND APPENDICES

Appendix A—Quality Control Modifier Codes

SOP ID: FWMC.BB7

SOP version # 4
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Appendix A
Quality Control Modifier Codes

Code Translation

AC10 Patient testing suspended

AC28 Reagent change lookback not indicated (No patients tested since last
acceptable QC)

AC29 Reagent change lookback performed and acceptable

AC34 Test/assay repeated QC in range

AC39 Reagent repeat with fresh reagent failed, patient testing suspended
NPTR No patient run between last successful and failed QC run, lookback not
indicated
R21 Notified supervisor
SOP ID: FWMC.BB7 CONFIDENTIAL: Authorized for internal use only.
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