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Performing a Fecal Lactoferrin Test, IM.ANA10.10-/-RV.XX

| Performing a Fecal Lactoferrin Test

© iPurposs : The LEUKO EZ VUE® test is an immunochromatographic test for the qualitative detection of elevated levels of fecal
: !astoferrin, a marker for fecal leukocytes and an indicator of intestinal inflammation. The LEUKO EZ VUE® test
detects lactoferin in liquid, semi-solid, and solid fecal specimens. A positive test result indicates an increased Jevel
| of fecal lactoferrin and warranis additional testing.

+ This brocedure is 16 Ibe"foll.o\.;f-.ed when performing fecéimiactoferfin testing using the LEUKO EZ VUE® test kit.

Pelicy
; = Testcode: LAGFS {Lactoferrin, Stoof}
iEqufpment, : ¢ Timer
‘Reagents and | + Vortex .
Supplles + Disposable Pipettes or MLA Pipella
: v LEUKO EZ VUE® test kit
:Reagent, ¢+ Allreagents included in this kit should be stored refrigerated or at room temperature, 2-30 °C, until the
. Btorage and expiration dates printed on reagent labels.
i Stability = Do not freeze reagents.
: : « Reagents from different kils should not be mixed.
» o not use the kit past the expiration dale.
+ Membrane cassetles should be kept in the seated pouches until used.
+ Keep the membrane casseties dry before use.
Specimen + Collect fecal specimen into a clean, airtight container with no preservatives,

Specimens that are in transport media or that have been preserved in 10% formalin, Merthiolate Formalin,
Sodium Acstate Formalin, Polyvinyl Alcohcl, or other fixatives cannot be used and will be rejected.

i Requirements

* Specimens may be stored between 2-8°C, or at room temperature for up to 2 weeks from time of collection.
+ If samples need to be stored longer than 2 weeks, they may ba stored frozen at -20°C or lower.

+ Diluted specimens may be stored between 2-8°C or at room temperature for up 1o 48 hours after testing and
then must be discarded,

Safety ©+ Patient samples, controls, and test devices should be handled as though they could transmit disease.
‘Precautlons ©  « Always wear gloves when performing the test and when handling reagents in this kit as some reagents are
: preserved with 0.095% (w/w) sodium azide.
+ The Posilive Confrof contains lactoferrin, which is a human derived material. Materiat has been tested and
found negative for antibody to HIV-1, HIV-2, HCV, and HbsAg. No known test method can offer complete
assurance that infectious agents are absent.

: Quality - Internal controls: Infernal controls are contained within the membrane cassetie and therefore are evaluated with
Control “a@ach lesk

* Ared band appearing at the 'C' side of the resuits window serves as a positive internal control and Indicates the
test has been performed correcliy, that proper flow occurred and that the test reagents were active at the time
of use,

* Aclear background in the result area serves as a negative internal control. If the test has been performed
correctly and reagents are working properly, the background will be clear to give a discernible result.

* Internat QC is documented on Manual Test Patient log.
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‘ External controls: External conirols are to be run every 30 days and with each new lof andfor shipment. New lot
: s numbers andfor shipmenis are also to be chacked against old external conlrols before being puf inlo use for palient
tes{rng
"+ External QC is not to be diluted fike patient samples prior {o testing. Refer to "Procedure-Test Assay” seclion
for instructions.
+ The results expected with the contrels are described in the "Interprelation of Results” section.

* External controls are used to monitor reagent reactivity and test performance.
+ Failure of external controls o produce expected resulls suggests the test was not performed correctly (i.e.,
incorrect volume of reagents added, incorrect incubation temperalure or times used, or that reagents were not
! brought to rcom temperature prior to testing).
i+ Repeat control tests as first step in determining root cause of failure.
+ The kit should not be used for patient testing if the confrols do not produce the expected resulls.
+ External QC is documented on Immunology QC log: Fecal Lacloferrin QC.

: Procadure Follow the stepe below to prepare diluted fecal specimens for testing.
- Specimen
: Preparation

Step | Acuon
1. : Bnng al! reagenls and enly the reqwred number of membrane cassettes to room temperalure pnor to testing. .
2. Verify spemmen(s) and correspondlng palrent baroode label(s} are accounted for and acceptabie for testrng

3. Determine if stool sample is for an infant less than 1 year old,
: NOTE : A disclaimer must be entered when festmg infants, Refer to Repomng Resur'fs sec!ron

4 B Selup and label a plesrlc diluhon tube for each specrmen 10 be tested
5 Add 2, 5mL ef D.'Iuent to each dl]uﬂon tube.

f o ; Then
H Specrmen is irqurd Use a transfer pipette to add 50 pl (ﬁareci section) of liquid fecal speCImen (0
: the correspondlng {ube.
; : Specimenis Use a transfer pipstte to add 0.05 g (ﬂared secuon) of fecal spemmen and add to
formedlsoild !he oorrespondlng iube

! B, Place afilter tlp onto the top of each lube conlamlng diluted sample and msert the !rp firmly.
+ NOTE: This represents a 1:50 dilution of the specimen.

7. Vortex the tubes for 10 seconds and ensure specimen is well mixed before performing the test.
+ NOTE: if not pesforming test after preparing the diluted specimen, store tube(s) between 2° and 8°C or
room temperature, untif test is pedformed.

Rexulis Window

Sample Vell T C

LEUKO E2 VUE

Transfer Pipette:
Butb 300 pL 200pL 00yl 60 L Flared tip

‘ '
C:) 1 I 1}

‘Procedure Follow the steps below to perform a qualitative fecal lactoferrin test
Test Assay

Step Action N
1. Remove reqmred number of membrane casseties one per specrmen from the forl bags

2. PFace membrane cassettes on work surface mlh the results window facing upwards and Iabel cassettes
accordlngly Avoid contact with the membrane |ocated in the Results Window.

3. + Diluted speclmen: Holding each diluted specimen tube vertically, dlspense 5 drops (150 pL) into the
sample well of a membrane cassetios.
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» NOTE: Normal fecal specimens contain low levels of lactoferrin and the dilutions recemmended in the
kit are designed to detect an increase in lactoferrin over background levels.
+ External QG: Add 3 drops (150 pL) of Posifive Control or 150 pL of Difuent using the transfer pipetie inte
the sample well of the cassette. '
* NOTE: Diluent is used as the Negative External QC and Positive External QC is supplied with the kit

4, Incubate each membrane cassette for 10 mmutes at rocm temp

8. ) Read results promptly at 10 mlnutes and look for the appearance of a red line at the "C" control portlcn andlor

"T" test portion of {he window.
+ NOTE: The red line may appear faint to dark in color.

6. Proceed to"lnterpretatron of Resutts sectlon

lntarpretatlon Follew the steps below to interpret the results of the fecal Iactofemn {est.
. of Resulls

o _S“tep Action - o
1. Follow lhe steps below fo mterpret the results of the fecal lactofemn test.
Observatlon ........

The presence of a single red line at "T" test pemcm and a single red line
| at"G" control portion (regardless of the infensily}

: Result

: Positive - Prosence of
- elevated fecal lactoferin
. and a propetly reactive
 control

 The presence of a single red line at "C* control portion only. No line

: should be visible at "T™ test portion,

"No presence of a single red line at "C” control portion or if no lines
i appear on the completed membrane cassette,

2. Record the patlent and internal QC resulls on the Manual Test Petient iog.

Positive Yest Result

©r@Dx

Negalive Test Resuit

©1(CD)e

LELKOEZVUE LEURO EZVUE

Invalid Tosl Resuit

@1C)e

LEUVKO EZVUE

Invalid Test Result

OMNE=L

EEUKO EZ VUE

Reporting Follow the steps below to enter results in Sunquast,
Results Step ® Actlon

1. Enter resulfs in Sunquest usmg functron MEM and worksheet RVLACF

: 2. Enler Accessron number to be resu!ted at the Accessron number prompt

i “Then report

| Absence of elevated NEG

: fecat lactoferrin + Negalive
l;;sence of elovated l’OS

: fecal lactoferrin + Positive

Inuelrd results after Wll\l\'lALC

repeat testing

: Patient is aninfant {<1 .

; Negallva Absence of

i elevated fecal lactoferrin
: and a properly reactive

- control

Invatld results. 'l'.est should
: be repeated. ‘

* Result invalld. Suggest repeal testing if clinfcally indicated.

Append free text to result: "Lactofersin is present in increased levels in
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. year old) and resultis  ; breast milk. Results should be interpreted with caution in conjunction
' POSITIVE  with breast feeding slatus".

C 3, iEnter'A' to accept results.

.4. “\-Jerify correct manual entry of fésblts and dooum.en;;tmc;ﬁ“ the Manual Test Patienrtricér (uﬁder RVS oqumn). E
- i Technical + The LEUKO EZ VUE® t.esi detects elevated levels of lactoferrin released from fecél leukocytes as a marker of
‘Limitations intestinal inflammation. The test may not be appropriate in immunccompromised persons

+ The 1:50 dilution of fecal specimen recommended in the brochure has been evaluated in clinical trials and found to |
be optimal for fecal dilutions. The use of fower dilutions may result in positive reactions due to the presence of
normal lactoferdn fevels. Therefore, only the dilution recommended in the brochure should be used.

At this time, the LEUKO £Z VUE® test has not been clinically evaluated for detecting teukocytes in other types of
clinical specimens. '
+ The intensity of a positive sample test line does not indicate the amount of lactofarrin o severity of diseass. :
+ Fecal samples from breast fed infants should not be used with this assay. A false positive result may be caused
due to the presence of factoferrin in breast milk. For non-breast fed infants, resuls should ba interpreted normally.
Lactoferrin levels in breast milk remain high over time and any breast feeding runs the risk of a false-positive result
on this assay '

-

: Re!ateﬂ lmmuno[o“g;d;]afity Control fog
:Documants  + Manual Test Patient log

‘Reforonces  + LEUKO EZ VUE® product insert, Alere, Issued:07/2016, RMSH#: 91-355-01

All revision dates:
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