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MONO Rapid Test Cassette (Whole Blood/Serum/Plasma)
Mononukleéza test (PIna krev/Sérum/Plazma)
Pribalovy letak
REF IMO-402
Cestina
(IM) pro kvalitativni detekci heterofilnich protildtek proti infekéni

Rychly test pro di iku infekcni

mononukledze v plné krvi, séru nebo plazmé.

Pouze pro profesiondlni diagnostické pouZiti in vitro.

UCEL POUZITI

Mononukledza test (PIna krev/Sérum/Plazma) je rychly chromatograficky imunotest pro kvalitativni detekci heterofilnich

protilatek proti infekéni mononukleéze v lidské pIné krvi, séru nebo plazmé jako pomucka pfi diagnostice infekéni

mononukledzy.

SHRNUTI

Infekéni mononukleéza (IM) je zplsobena virem Epstein-Barrové, ktery patfi do rodiny herpesvird. PFiznaky IM jsou

horecka, bolest v krku a zdufené lymfatické uzliny. Ve velmi vzacnych pfipadech se mohou objevit problémy se srdcem

nebo centrdlnim nervovym systémem. Diagndza IM je stanovena na zdkladé pritomnosti heterofilnich protilatek.

Heterofilni protildtky proti infekéni mononukledze patfi do tfidy IgM. Jsou pFitomny u 80-90% akutnich pfipadd IM a Ize

je detekovat u 60~70% pacienti b&hem prvniho tydne klinického onemocnéni.****

Mononukledza test (PInd krev/Sérum/Plazma) je jednoduchy test, ktery vyuZivad extrakt z bovinnich erytrocytl ke

kvalitativni a selektivni detekci heterofilnich protilatek proti infekéni mononukleéze v pIné krvi, séru nebo plazmé béhem

nékolika minut.

PRINCIP

Mononukledza test (PIng krev/Sérum/Plazma) je kvalitativni imunotest s laterdlnim pritokem pro detekci IM

heterofilnich protilatek v plné krvi, séru nebo plazmé. V tomto testu je antigen extrahovany z erytrocytd skotu

imobilizovdn v oblasti testovaci linie testu. Béhem testovani vzorek reaguje s Casticemi potazenymi antigenem

extrahovanym z bovinnich erytrocytd, které byly aplikovény na 3titek. Tato smés migruje chromatograficky po celé délce

testu a interaguje s imobilizovanym antigenem extrahovanym z bovinnich erytrocytd. Pokud vzorek obsahuje IM

heterofilni protilatky, objevi se v oblasti testovaci ¢ary barevna &ara, kterd znadi pozitivni vysledek. Pokud vzorek

neobsahuje IM heterofilni protilatky, neobjevi se v této oblasti barevna ¢ara oznacuijici negativni vysledek. Aby slouZila

jako kontrola postupu, barevna ¢éra se vidy objevi v oblasti kontrolni ¢ary indikujici, Ze byl pfidan spravny objem vzorku

a doslo k nasdvani membrény.

REAGENCIE

Test obsahuje Castice potazené antigenem extrahovanym hovézim erytrocytem a membranu potaZenou antigenem

extrahovanym hovézim erytrocytem.

OPATREN{

Pouze pro profesiondlni diagnostické pouZiti in vitro. NepouZivejte po uplynuti doby pouZitelnosti.

Test musi zUstat v uzavieném sacku az do poufZiti.

Nejezte, nepijte ani nekufte v oblasti, kde se manipuluje se vzorky nebo soupravami.

NepouiZivejte test, pokud je sacek poskozen.

Se viemi vzorky a kontrolami zachazejte, jako by obsahovaly infekéni agens. B€hem testovani dodrZujte zavedena

opatfeni proti mikrobiologickym rizikiim a dodrZujte standardni postupy pro spravnou likvidaci vzorkd a kontrol.

Lidska plazma pouZitd v pozitivnich a negativnich kontrolach byla testovdna metodou ELISA na pfitomnost protilatek

proti viru lidské imunodeficience typu HIV-1/HIV-2, stejné jako povrchovy antigen hepatitidy B (HBsAg) a anti-HCV, a

bylo zjisténo, Ze jsou negativni. Pfesto je tfeba postupovat opatrné pfi manipulaci a likvidaci téchto poloZek.

P¥i testovani vzorkl pouZivejte ochranny odév, jako jsou laboratorni plasté, jednordzové rukavice a ochranu o&i.

PouZity test by mél byt zlikvidovan v souladu s mistnimi pfedpisy.

e Vlhkost a teplota mohou nepfiznivé ovlivnit vysledky.

SKLADOVANI A STABILITA

Uchovdvejte zabalené v uzavieném sacku bud' pfi pokojové teploté nebo v chladnicce (2 -30 °C). Test je stabilni do data

expirace vytisténého na zataveném obalu. Test musi zdstat v uzavieném sacku az do pouZiti. NEZMRAZUJTE.

NepoutZivejte po uplynuti doby pouZitelnosti.

ODBER A PRIPRAVA VZORKU

Mononukledza test (PIna krev/Sérum/Plazma) mlze byt proveden s pouZitim plné krve (z venepunkce nebo z prstu),

séra nebo plazmy.

Odebirani vzorki plné krve z venepunkce: Odeberte antikoagulovany vzorek krve (heparin sodny nebo lithiovy,

draslik nebo sodik EDTA, $tavelan sodny, citrat sodny) podle standardnich laboratornich postupd.

Odebirani vzorkd pIné krve z prstu:

e Umyjte pacientovu ruku mydlem a teplou vodou nebo ocistéte alkoholovym tamponem. Nechte zaschnout.

Masirujte ruku, aniz byste se dotkli mista vpichu, tfenim ruky smérem ke 3picce prostfedniku nebo prstenicku.

Propichnéte kiZi sterilni lancetou. Setfete prvni znamky krve.

Jemné t¥ete ruku od zapésti pres dlari k prstu, aby se nad mistem vpichu vytvorila zakulacena kapka krve.

Pidejte vzorek pIné krve z prstu k testu pomoci kapilary:

e Dotknéte se konce kapildry krve, dokud se nenaplni pfiblizné na 50 ul. Vyvarujte se vzduchovych bublin.

e Umistéte bariku na horni konec kapildrni zkumavky, poté zmacknéte bariku, aby se plna krev nadavkovala do
jamky na vzorek (S) testovaci kazety.

Oddélte sérum nebo plazmu od krve co nejdfive, abyste se vyhnuli hemolyze. PouZivejte pouze &iré, nehemolyzované

vzorky.

Testovéani by mélo byt provedeno ihned po odbéru vzorku. Nenechdavejte vzorky pfi pokojové teploté po delsi dobu.

Vzorky séra a plazmy mohou byt skladovany pf¥i 2-8°Caz 3 dny. Pro dlouhodobé skladovani by mély byt vzorky

uchovavény nize -20°C. PIna krev odebrand venepunkci by méla byt skladovéna ve 2 hodiny, -8°Cpokud ma byt test

proveden do 2 dnii od odbéru. Nezmrazujte vzorky pIné krve. PInd krev odebrand z prstu by méla byt okamizité

testovana.

Pfed testovdnim vytemperujte vzorky na pokojovou teplotu. Zmrazené vzorky musi byt pfed testovdnim zcela

rozmrazeny a dobfe promichany. Vzorky by se nemély opakované zmrazovat a rozmrazovat.

Pokud maji byt vzorky odeslany, mély by byt zabaleny v souladu s mistnimi pfedpisy tykajicimi se pfepravy

etiologickych agens.

MATERIALY
Dodavané materialy
e Testovaci kazeta e Pufr e Kapdtko
e lanceta e Alkoholovy tampon e Pribalovy letak
Materialy jsou vyzadovany, ale nejsou soucasti dodavky
o Casovat e Nadoby na odbér vzorku (pro venepunkci plné krve)

e Odstredivka

e Heparinizované kapilarni zkumavky a davkovaci kapatka (pouze pro plnou krev z prstu)

NAVOD K POUZITI

Pfed testovanim nechte test, vzorek, pufr vyrovnat se na pokojovou teplotu (15 °C).-30°C

1. Vyjméte testovaci kazetu z féliového sacku a poutzijte ji co nejdfive. NejlepSich vysledki bude dosazeno, pokud bude
test proveden do jedné hodiny.

. Umistéte testovaci kazetu na €isty a rovny povrch.
Pro vzorky séra nebo plazmy :
Drite kapatko svisle a pfeneste 1 kapku séra nebo plazmy (pfiblizné 25 pl) do jamky na vzorek (S) testovaci kazety a
pfidejte 1 kapku pufru (pfiblizné 55 pl), poté spustte ¢asovat. Viz obrazek nize.
Pro venepunkci pIné krve vzorky :
Drite kapatko svisle a pfeneste 2 kapky pIné krve (pfiblizné 50 pl) do jamky na vzorky (S) testovaci kazety a pridejte
1 kapku pufru (pfiblizné 55 pl), poté spustte Easovat. Viz obrazek nize.
Pro vzorky pIné krve z prstu :
PoufZiti kapilarni zkumavky: Napliite kapildru a pfeneste pfiblizné 50 pl vzorku pIné krve z prstu do jamky na vzorky
(S) v testovaci kazet&, poté pfidejte 1 kapku pufru (pfiblizné 55 pl) a spustte &asovat. Viz ilustrace nize.

3. Pockejte, az se objevi barevné ¢ary. Vysledky odeététe za 5 minut. Neinterpretujte vysledek po 10 minutach.

N

1 kapku séra nebo plazmy 2 kapky piné krve 50 pl vzorku piné krve z prstu

1 kapku pufru 1 kapku pufru 1 kapku pufry
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INTERPRETACE VYSLEDKU

(Viz obrazek vyse)
POZITIVNI:* Objevi se dvé barevné &ary. Jedna linie by méla byt v oblasti kontrolni linie (C) a dal3i linie by mé&la byt v
oblasti testovaci linie (T).

*POZNAMKA: Intenzita barvy v oblasti testovaci linie (T) se bude liSit v zavislosti na koncentraci IM heterofilnich

protilatek pfitomnych ve vzorku. Proto by mél byt jakykoli odstin barvy v oblasti testovaci linie (T) povaZovan za pozitivni.

NEGATIVNI: V oblasti kontrolni &ry (C) se objevi jedna barevna &ara. V oblasti testovaci &ary (T) se neobjevi zadna

zjevnd barevna ¢ara.

NEPLATNY: Kontrolni &ra se nezobrazuje. Nedostatetny objem vzorku nebo nespravné procedurdlni techniky jsou

nejpravdépodobnéjsimi divody selhani kontrolni linky. Zkontrolujte postup a opakujte test s novym testem. Pokud

problém pretrvavd, okamZité prestarte testovaci sadu pouZivat a kontaktujte mistniho distributora.

KONTROLA KVALITY

Soucasti testu je proceduralni kontrola. Barevna linka objevujici se v oblasti kontrolni linie (C) je povazovédna za interni

proceduralni kontrolu. Potvrzuje dostatecny objem vzorku, adekvatni savost membrany a spravnou techniku postupu.

Kromé standardnich postupl kontroly kvality vasi laboratofe se doporutuje, aby pozitivni a negativni externi kontrola

byla testovana alespon jednou v rdmci kazdé testovaci soupravy a kazdym operatorem provadéjicim testovani v ramci

soupravy. Tim se ovéfi, Ze reagencie a test funguji spravné a operdtor je schopen spravné provést testovaci postup.

Externi pozitivni a negativni kontroly jsou soucasti soupravy.

Postup pro testovani externi kontroly kvality

1. Drite lahvicku svisle, pfidejte 1 plnou kapku (pfiblizné 40 ulL) pozitivniho nebo negativniho kontrolniho roztoku do

jamky na vzorek (S) testovaci kazety a pridejte 1 kapku pufru (pfiblizné 55 uL).

2. Pokracujte krokem 3 ndvodu k poufiti.

3. Pokud kontroly neposkytuji oéekdvané vysledky, vysledky testu nepouZivejte. Opakujte test nebo kontaktujte svého

distributora.

OMEZEN{

1. Mononukledza test (PInd krev/Sérum/Plazma) je uréena pouze pro diagnostické pouZiti in vitro. Test by mél byt pouZit
pouze pro detekci protilatek proti infekéni mononukledze ve vzorcich plné krve, séra nebo plazmy. Timto
kvalitativnim testem nelze uréit kvantitativni hodnotu ani rychlost narGstu koncentrace protildtek proti infekéni
mononukledze.

. Mononukleéza test (PInd krev/Sérum/Plazma) bude indikovat pouze pfitomnost protildtek proti infekéni
mononukledze ve vzorku a neméla by byt pouZita jako jediné kritérium pro diagnostiku infekce infekéni
mononukledzy.

3. Stejné jako u viech diagnostickych testd musi byt viechny vysledky interpretovény spole¢né s dalsimi klinickymi

informacemi, které ma lékar k dispozici.

4. Pokud je vysledek testu negativni a klinické pfiznaky pFetrvavaji, doporucuje se dal3i testovani pomoci jinych

klinickych metod. Negativni vysledek v Zzddném okamzZiku nevylu¢uje moznost infekce infekéni mononukledzou.

OCEKAVANE HODNOTY

Infekce virem Epstein-Barrové (EBV) béhem dospivani nebo mladé dospélosti zpUsobuje infekéni mononukleézu ve 35 %

a# 50 % hlasenych pFipadd. °

Incidence infekéni mononukledzy souvisejici s EBV v USA se odhaduje na 45 na 100 000 a je nejvyssi u dospivajicich a

mladych dospélych —asi 2 z 1 000. Neexistuje Zadny sezénni typ infekce EBV. Inkubaéni doba je 10 az 60 dni, i kdyZ u déti

a dospivajicich je béind 7 aZ 14 dni.

VLASTNOSTI VYKONU

N

Citlivost
Mononukledza test (PInd krev/Sérum/Plazma) byl vyhodnocena se vzorky potvrzenymi jako pozitivni nebo negativni
pfednim komerénim sklickovym aglutinaénim testem. Sklickovy aglutinacni test slouZil jako referenéni metoda pro
Mononukledza test (PInd krev/Sérum/Plazma). Vysledek ukazuje, Ze citlivost Mononukleéza test (PInd
krev/Sérum/Plazma) je 97,6 % vzhledem k aglutinaénimu testu skli¢ka.
Specificnost

Mononukledza test (PInad krev/Sérum/Plazma) pouZiva antigen, ktery je vysoce specificky pro IM protildtky v pIné krvi,
séru nebo plazmé. Vysledky ukazuji, Ze specificita Mononukledza test (PIna krev/Sérum/Plazma) je 97,8 % vzhledem k
aglutinaénimu testu na sklicku.

s kleéza test (PIna krev/Sérum/Plazma) vs
Metoda Aglutinace di itivi Celkové
Vysledky Pozitivni Negativni vysledky
kleéza test Pozitivni 122 4 126
Negativni 3 176 179
Celkové vysledky 125 180 305

Relativni citlivost: 97,6 % (95 % CI*: 93,1 %-99,5 %)*
Relativni specificita: 97,8 % (95 % CI*: 94,4 %-99,4 %)*
Celkova presnost: 97,7 % (95 % Cl*: 95,3 %-99,1 %)*

*Intervaly spolehlivosti

Pfesnost

Intra-Assay
PFesnost v ramci série byla stanovena pomoci 3 replikatd t¥i vzork(: negativniho, nizkého pozitivniho a stfedniho
pozitivniho. Negativni, nizko pozitivni a stiedné pozitivni hodnoty byly spravné identifikovany >99 % ¢asu.

Inter-Assay
PFesnost mezi sériemi byla stanovena 10 nezavislymi testy na stejnych tiech vzorcich: negativni, nizko pozitivni a stfedné
pozitivni. TFi rizné Sarze Mononukledza test (PIna krev/Sérum/Plazma) byly testovany s pouZitim negativnich, nizko
pozitivnich a stfedné pozitivnich vzork(. Vzorky byly spravné identifikovany >99 % ¢asu.

KFizova reaktivita
RF, HBsAg, HBeAg, HBcAb, HBeAb, HCV, TB, HIV a syfilis pozitivni vzorky byly testovany pomoci Mononukledza test (Plna
krev/Sérum/Plazma). Nebyla pozorovana zadnd zkFizena reaktivita, coZ ukazuje, ze Mononukleéza test (PIna
krev/Sérum/Plazma) md vysoky stuper specifity pro lidské protilatky proti IM.
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MONO Rapid Test Cassette
(Whole Blood/Serum/Plasma)

Package Insert
REF IMO-402
English

A rapid test for the diagnosis of Infectious Mononucleosis (IM) to detect Infectious Mononucleosis heterophile
antibodies qualitatively in human whole blood, serum or plasma.
For professional in vitro diagnostic use only.
INTENDED USE
The MONO Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid chromatographic immunoassay for the
qualitative detection of Infectious Mononucleosis heterophile antibodies in human whole blood, serum or

plasma as an aid in the diagnosis of Infectious Mononucleosis.
SUMMARY

Infectious Mononucleosis (IM) is caused by the Epstein-Barr virus, which is a member of the herpesvirus family.

Symptoms of IM are fever, sore throat and swollen lymph glands. In very rare cases, heart or central nervous

system problems may occur. Diagnosis of IM is made based on the presence of heterophile antibodies.

Infectious Mononucleosis heterophile antibodies belong to the IgM class. They are present |n 80 90% of acute

IM cases and can be detected in 60-70% of patients during the first week of clinical illness. 123

The MONO Rapid Test Cassette (Whole Blood/Serum/Plasma) is a simple test that utilizes an extract of bovine

erythrocytes to qualitatively and selectively detect Infectious Mononucleosis heterophile antibodies in whole

blood, serum or plasma in minutes.

PRINCIPLE

The MONO Rapid Test Cassette (Whole Blood/Serum/Plasma) is a qualitative, lateral flow immunoassay for

the detection of IM heterophile antibodies in whole blood, serum or plasma. In this test, bovine erythrocyte

extracted antigen is immobilized in the test line region of the test. During testing, the specimen reacts with

bovine erythrocyte extracted antigen coated particles that have been applied to the label pad. This mixture

migrates chromatographically along the length of the test and interacts with the immobilized bovine

erythrocyte extracted antigen. If the specimen contains IM heterophile antibodies, a colored line will appear in

the test line region, indicating a positive result. If the specimen does not contain IM heterophile antibodies, a

colored line will not appear in this region indicating a negative result. To serve as a procedural control, a

colored line will always appear in the control line region indicating that proper volume of specimen has been

added and membrane wicking has occurred.

REAGENTS

The test contains bovine erythrocyte extracted antigen-coated particles and bovine erythrocyte extracted

antigen-coated membrane.

PRECAUTIONS

e For professional in vitro diagnostic use only. Do not use after expiration date.

The test must remain in the sealed pouch until use.

Do not eat, drink or smoke in the area where the specimens or kits are handled.

Do not use test if pouch is damaged.

Handle all specimens and controls as if they contain infectious agents. Observe established precautions

against microbiological hazards throughout testing and follow standard procedures for proper disposal of

specimens and controls.

e Human plasma used in the Positive and Negative Controls was tested by ELISA for the presence of

antibodies to human immunodeficiency virus type HIV-1/HIV-2, as well as Hepatitis B surface antigen

(HBsAg) and anti-HCV, and found to be negative. Nevertheless, caution should be used in handling and

disposing of these items.

Wear protective clothing such as laboratory coats, disposable gloves and eye protection when specimens

are being tested.

e The used test should be discarded according to local regulations.

e Humidity and temperature can adversely affect results.

STORAGE AND STABILITY

Store as packaged in the sealed pouch either at room temperature or refrigerated (2-30°C). The test is stable

through the expiration date printed on the sealed pouch. The test must remain in the sealed pouch until use.

DO NOT FREEZE. Do not use beyond the expiration date.

SPECIMEN COLLECTION AND PREPARATION

The MONO Rapid Test Cassette (Whole Blood/Serum/Plasma) can be performed using whole blood (from

venipuncture or fingerstick), serum or plasma.

To collect Venipuncture Whole Blood specimens: Collect anti-coagulated blood specimen (sodium or

lithium heparin, potassium or sodium EDTA, sodium oxalate, sodium citrate) following standard laboratory

procedures.

To collect Fingerstick Whole Blood specimens:

Wash the patient’s hand with soap and warm water or clean with an alcohol swab. Allow to dry.

Massage the hand without touching the puncture site by rubbing down the hand towards the fingertip of

the middle or ring finger.

Puncture the skin with a sterile lancet. Wipe away the first sign of blood.

Gently rub the hand from wrist to palm to finger to form a rounded drop of blood over the puncture site.

Add the Fingerstick Whole Blood specimen to the test by using a capillary tube:

e Touch the end of the capillary tube to the blood until filled to approximately 50 pL. Avoid air bubbles.

e Place the bulb onto the top end of the capillary tube, then squeeze the bulb to dispense the whole
blood to the specimen well (S) of the Test Cassette.

Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use only clear, non-

hemolyzed specimens.

Testing should be performed immediately after specimen collection. Do not leave the specimens at room

temperature for prolonged periods. Serum and plasma specimens may be stored at 2-8°C for up to 3 days.

For long-term storage, specimens should be kept below -20°C. Whole blood collected by venipuncture

should be stored at 2-8°C if the test is to be run within 2 days of collection. Do not freeze whole blood

specimens. Whole blood collected by fingerstick should be tested immediately.

Bring specimens to room temperature prior to testing. Frozen specimens must be completely thawed and

mixed well prior to testing. Specimens should not be frozen and thawed repeatedly.

If specimens are to be shipped, they should be packed in compliance with local regulations covering the

transportation of etiologic agents.

MATERIALS
Materials Provided
e Test cassette o Buffer e Dropper
e Sterile Lancet e Alcohol Pad e Package insert
Materials Required but not Provided
e Timer e Specimen collection containers (for venipuncture whole blood)

e Centrifuge

e Heparinized capillary tubes and dispensing bulb

DIRECTIONS FOR USE

Allow the test, specimen, buffer and/or controls to equilibrate to room temperature (15-30°C) prior to

testing.

1. Remove the test cassette from the foil pouch and use it as soon as possible. Best results will be obtained if
the assay is performed within one hour.

. Place the Test Cassette on a clean and level surface.
For Serum or Plasma specimens:
Hold the dropper vertically and transfer 1 drop of serum or plasma (approximately 25 plL) to the specimen
well (S) of the Test Cassette, and add 1 drop of buffer (approximately 55 pL), then start the timer. See
illustration below.
For Venipuncture Whole Blood specimens:
Hold the dropper vertically and transfer 2 drops of whole blood (approximately 50 pL) to the specimen
well (S) of the Test Cassette, and add 1 drop of buffer (approximately 55 pL), then start the timer. See
illustration below.
For Fingerstick Whole Blood specimens:
To use a capillary tube: Fill the capillary tube and transfer approximately 50 pL of fingerstick whole blood
specimen to the specimen well (S) of the Test Cassette, then add 1 drop of buffer (approximately 55 pL)
and start the timer. See illustration below.

. Wait for the colored line(s) to appear. Read results at 5 minutes. Do not interpret the result after 10
minutes.

INTERPRETATION OF RESULTS
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(Please refer to the illustration)
POSITIVE:* Two colored lines appear. One line should be in the control line region (C) and another line should
be in the test line region (T).
*NOTE: The intensity of the color in the test line region (T) will vary depending on the concentration of IM
heterophile antibodies present in the specimen. Therefore, any shade of color in the test line region (T) should
be considered positive.
NEGATIVE: One colored line appears in the control line region (C). No colored line appears in the test line
region (T).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural techniques are the
most likely reasons for control line failure. Review the procedure and repeat the test with a new test. If the
problem persists, discontinue using the test kit immediately and contact your local distributor.
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QUALITY CONTROL

A procedural control is included in the test. A colored line appearing in the control line region (C) is considered

an internal procedural control. It confirms sufficient specimen volume, adequate membrane wicking and

correct procedural technique.

In addition to your laboratory’s standard quality control procedures, it is recommended that a positive and

negative external control be tested at least once within each test kit and by each operator performing testing

within a kit. This will verify that the reagents and test are working properly and the operator is able to
correctly perform the test procedure. External positive and negative controls are supplied in the kit.
Procedure for External Quality Control Testing

. Holding the bottle vertically, add 1 full drop (approximately 40 L) of positive or negative control solution
to the specimen well (S) of the Test Cassette, and add 1 drop of buffer (approximately 55 pL).

. Continue with Step 3 of Directions For Use.

. If the controls do not yield the expected results, do not use the test results. Repeat the test or contact your
distributor.

LIMITATIONS

. The MONO Rapid Test Cassette (Whole Blood/Serum/Plasma) is for in vitro diagnostic use only. The test
should be used for the detection of Infectious Mononucleosis antibodies in whole blood, serum or plasma
specimens only. Neither the quantitative value nor the rate of increase in Infectious Mononucleosis
antibody concentration can be determined by this qualitative test.

. The MONO Rapid Test Cassette (Whole Blood/Serum/Plasma) will only indicate the presence of Infectious
Mononucleosis antibodies in the specimen and should not be used as the sole criteria for the diagnosis of
Infectious Mononucleosis infection.

. As with all diagnostic tests, all results must be interpreted together with other clinical information available
to the physician.

. If the test result is negative and clinical symptoms persist, additional testing using other clinical methods is
recommended. A negative result does not at any time preclude the possibility of Infectious Mononucleosis
infection.

PERFORMANCE CHARACTERISTICS
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Sensitivity
The MONO Rapid Test Cassette (Whole Blood/Serum/Plasma) has been evaluated with specimens confirmed
positive or negative by a leading commercial slide agglutination test. The slide agglutination test served as the
reference method for the MONO Rapid Test Cassette (Whole Blood/Serum/Plasma). The result shows that the
sensitivity of the MONO Rapid Test Cassette (Whole Blood/Serum/Plasma) is 97.6% relative to the slide
agglutination test.

Specificity
The MONO Rapid Test Cassette (Whole Blood/Serum/Plasma) uses an antigen that is highly specific for IM
antibodies in whole blood, serum or plasma. The results show that the specificity of the MONO Rapid Test
Cassette (Whole Blood/Serum/Plasma) is 97.8% relative to the slide agglutination test.

MONO Rapid Test Cassette vs. Slide Agglutination

Method _ Asllde Agglutination _ Total Results
" Results Positive Negative
MONO Rapid Positi 122 7 26
Test Cassette osTve
Negative 3 176 179
Total Results 125 180 305

Relative Sensitivity: 97.6% (95%CI*: 93.1%-99.5%)*
Relative Specificity: 97.8% (95%CI*: 94.4%-99.4%)*
Overall Accuracy: 97.7% (95%ClI*: 95.3%-99.1%)*
Precision

Intra-Assay
Within-run precision has been determined by using 3 replicates of three specimens: a negative, a low positive
and a middle positive. The negative, low positive and middle positive values were correctly identified >99% of
the time.

*Confidence Intervals

Inter-Assay
Between-run precision has been determined by 10 independent assays on the same three specimens: a
negative, a low positive and a middle positive. Three different lots of the MONO Rapid Test Cassette (Whole
Blood/Serum/Plasma) have been tested using negative, low positive and middle positive specimens. The
specimens were correctly identified >99% of the time.
Cross-Reactivity

RF, HBsAg, HBeAg, HBcAb, HBeAb, HCV, TB, HIV and Syphilis positive specimens were tested with the MONO
Rapid Test Cassette (Whole Blood/Serum/Plasma). No cross-reactivity was observed, indicating that the
MONO Rapid Test Cassette (Whole Blood/Serum/Plasma) has a high degree of specificity for human
antibodies to IM.
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