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Lyme IgG/IgM Rapid Test Cassette (Whole Blood/Serum/Plasma)
Lymska borelidza test (1gG/IgM) (PIna krev/sérum/plazma)
Navod
REF ILY-402
Cestina

Rychly test pro kvalitativni detekci protildtek IgG a IgM proti boreliim ve vzorcich plné lidské krve, séra
nebo plazmy.
Pouze pro profesiondlini in vitro diagnostické pouZiti.
URCENE POUZIT]
Lymska boreliéza test (IgG/IgM) je laterdlni pritokova chromatografickd imunoanalyza pro kvalitativni
detekci protilatek IgG a IgM proti boreliim ve vzorku lidské pIné krve, séra nebo plazmy.
SHRNUTI
Lymska borelidza, zndma také jako lymeska borelidza, je infekéni onemocnéni zptisobené bakterii rodu
Borrelia sp. , které se $ifi klistaty.2 Nej¢astéjsim pfiznakem infekce je rozsifujici se oblast zarudnuti na
kazi, zndma jako erythema migrans, ktera se objevuje v misté kousnuti kliStéte pfiblizné tyden po jeho
vzniku.! Vyrazka obvykle nesvédi ani neboli. PFiblizné u 25-50 % nakazenych lidi se neobjevi vyrazka.*
Mezi dalsi ¢asné pfiznaky muze patfit horecka, bolest hlavy a pocit Unavy. ! Pokud se nelé¢i, mohou
pfiznaky zahrnovat mimo jiné ztrdtu schopnosti pohybovat jednou nebo obéma stranami obliceje,
bolesti kloubd, silné bolesti hlavy se ztuhlosti krku nebo buseni srdce. Po mésicich aZ letech se mohou
objevit opakované epizody bolesti a otoku kloubd.! Obcas se u lidi objevi stielivé bolesti nebo brnéni v
pazich a nohou. *Navzdory vhodné 1é¢bé se u pfiblizné 10 az 20 % lidi objevi bolesti kloubt, problémy s
paméti a pocit inavy po dobu nejméné Sesti mésic.*
Lymska borelidza se na ¢lovéka pfendsi kousnutim infikovaného klistéte rodu Ixodes.> Obvykle musi byt
klisté pfisato 36 az 48 hodin, nez se bakterie mohou §ifit.° V Severni Americe jsou pfi¢inou Borrelia
burgdorferi a Borrelia mayonii.2” V Evropé a Asii jsou pFi¢inou onemocnéni také bakterie Borrelia afzelii
a Borrelia garinii.2 Nemoc se nezda byt pfenosna mezi lidmi, jinymi zvifaty ani prostfednictvim potravy.®
Diagndza je zaloZena na kombinaci symptomu, anamnéze expozice klistatim a pFipadné na testovani
specifickych protilatek v krvi.>® Krevni testy jsou v ranych stadiich onemocnéni Casto negativni.?
Testovani jednotlivych klistat obvykle neni uzite¢né.®
PRINCIP
Lymska borelidza test (IgG/IgM) je kvalitativni membranovy imunotest pro detekci protilatek 1gG a IgM
proti boreliim ve vzorcich pIné krve, séra nebo plazmy. Tento test se skladd ze dvou slozek, slozky IgG a
slozky 1gM . V testovaci oblasti I1gG je protilatka proti lidskému IgG potazena antigenem IgG . Béhem
testovani vzorek reaguje s Casticemi potaZzenymi antigenem borelii v testovaci kazeté. Smés poté
migruje chromatograficky vzhiiru po membrané a reaguje s antigenem proti lidskému 1gG v testovaci
oblasti IgG , pokud vzorek obsahuje protilatky 1gG proti boreliim . V dlsledku toho se v testovaci oblasti
1gG objevi barevna linie . Podobné je v testovaci oblasti IgM potaZena protilatka proti lidskému IgM a
pokud vzorek obsahuje protilatky IgM proti boreliim , komplex konjugdtu a vzorku reaguje s antigenem
proti lidskému IgM . V disledku toho se v testovaci oblasti IgM objevi barevnd linie .
Pokud tedy vzorek obsahuje protildtky proti boreliim 1gG protilatky, v testovaci oblasti IgG se objevi
barevna linie . Pokud vzorek obsahuje protildtky proti boreliim V testovaci oblasti protilatek IgM se
objevi barevna linie . Pokud vzorek neobsahuje protilatky proti boreliim , v Zadné z testovacich oblasti se
barevna linie neobjevi, coz znamena negativni vysledek. Jako kontrola postupu se v kontrolni oblasti
vidy objevi barevna linie, kterd znaci, Ze byl pfidan spravny objem vzorku a doslo k nasdknuti
membranou.
REAGENTY
Test obsahuje jako zachytné Cinidlo anti-lidsky IgM a anti-lidsky IgG a jako detekéni Cinidlo antigen
Borellia . V kontrolnim systému je pouzit kozi anti-lidsky I1gG .
OPATRENI

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

2. V prostoru, kde se manipuluje se vzorky nebo sadami, nejezte, nepijte ani nekufte.

3. NepouZivejte test, pokud je sacek poskozeny.

4. Se vsemi vzorky zachdzejte, jako by obsahovaly infekéni agens. Béhem vsech postupd dodriujte
zavedend opatieni proti mikrobiologickym rizikim a Fidte se standardnimi postupy pro spravnou
likvidaci vzorka.

5. Pfi analyze vzork( noste ochranny odév, jako jsou laboratorni plasté, jednorazové rukavice a ochrana

odi.
6. Pouzity test by mél byt zlikvidovén v souladu s mistnimi predpisy.
. Vlhkost a teplota mohou nepfiznivé ovlivnit vysledky.
SKLADOVANI A STABILITA
Skladujte v uzavieném sacku pfi pokojové teploté nebo v chladniéce (2-30 °C). Test je stabilni do data
expirace vytisténého na uzavieném sacku. Test musi zlstat v uzavieném sicku az do pouZiti.
NEZMRAZUIJTE. NepouZzivejte po uplynuti doby expirace.
ODBER A PRIPRAVA VZORKU
Lymska borelidza test (IgG/IgM) Ize provést s pouzitim plné krve (ze Zilni punkce nebo z prstu ), séra
nebo plazmy.
Odbér vzorkd piné krve z prstu :
Umyjte ruku mydlem a teplou vodou nebo ji odistéte alkoholovym tamponem. Nechte oschnout.
Masirujte ruku, aniz byste se dotykali mista vpichu, tfenim ruky smérem ke 3Spicce prostiednicku
nebo prstenicku.
Propichnéte kizZi sterilni lancetou. Setfete prvni znamky krve.
Jemné tiete ruku od zapésti k dlani a k prstu, abyste vytvofili kulatou kapku krve nad mistem
vpichu.
Pridejte vzorek pIné krve z prstu do testu pomoci kapildrni zkumavky:
e Dotknéte se konce kapilarni trubice krve, dokud se nenaplni pfiblizné 10 pl. Zabrarite vzniku
vzduchovych bublin.
e Umistéte bariku na horni konec kapilarni trubice a poté ji stisknéte, abyste davkuvali plnou krev
do oblasti vzorku v testovaci kazeté.
Co nejdfive oddélte sérum nebo plazmu od krve, abyste zabranili hemolyze. Pouzivejte pouze &iré
nehemolyzované vzorky .
Testovani by mélo byt provedeno ihned po odbéru vzorki. Nenechdvejte vzorky delSi dobu pfi
pokojové teploté. Vzorky séra a plazmy lze skladovat pfi teploté 2-8 °C po dobu az 3 dnd, pro
dlouhodobé skladovani by mély byt vzorky uchovavany pfi teploté do -20 °C. PIna krev odebrana
venepunkci by méla byt skladovana pfi teploté 2-8 °C, pokud ma byt test proveden do 2 dnt od
odbéru. Vzorky pIné krve nezmrazujte. PIna krev odebrana z prstu by méla byt testovana ihned.
Pfed testovanim nechte vzorky ohfat na pokojovou teplotu. Zmrazené vzorky musi byt pred
testovanim zcela rozmrazeny a dobfe promichdny. Vzorky by se nemély opakované zmrazovat a
rozmrazovat.
Pokud maji byt vzorky pfepravovany, mély by byt zabaleny v souladu s mistnimi pfedpisy upravujicimi
pFepravu etiologickych agens.
Jako antikoagulancia pro odbér vzorku lze pouZit EDTA K2, heparin sodny, citrat sodny a oxalat
draselny .
MATERIALY

~

Poskytnuté materialy

e Testovaci zafizeni ® Kapatko e Pufr e Lanceta

e Navod

Pozadované materialy, které vSak nebyly dodany
e Odstfedivka

o Casovat

o Alk. polstarek

o Nadoby na sbér vzorkd

® Pipeta a jednorazové Spicky ( volitelné )

NAVOD K POUZIT{

Pfed testovanim nechte testovany vzorek, pufr dosdhnout pokojové teploty (15-30 °C).

1. Pfed otevienim nechte sacek vytemperovat na pokojovou teplotu. Vyjméte testovaci kazetu ze
zataveného sacku a co nejdfive ji spotiebujte.

2. Umistéte kazetu na ¢isty a rovny povrch.
Pro vzorek séra/plazmy :

¢ Pouzijte pipetu: K pfeneseni 5 pl séra/plazmy do jamky pro vzorek (S) a poté pfidejte 3 kapky pufru
(pfiblizné 120 pl) do jamky pro pufr (B).

* Pouzijte kapatko : Drite kapatko svisle a natdhnéte vzorek az k hornimu konci trysky, jak je
znazornéno na obrazku nize ( pfiblizné 5 pl ). Pfeneste vzorek do jamky pro vzorek (S), poté pridejte 3
kapky pufru (pfiblizné 120 pl) do jamky pro pufr (B) a spustte ¢asovac.

* Pro vzorek plné krve :

* Poutzijte pipetu : Do jamky pro vzorek (S) preneste 10 pl plné krve a poté do jamky pro pufr (B)
pridejte 3 kapky pufru (pfiblizné 120 pl ) .

* Poutzijte kapatko : Drzte kapatko svisle, natahnéte vzorek asi 1 cm nad horni konec trysky a pfeneste
1 plnou kapku (pfiblizné 10 pl ) vzorku do jamky pro vzorek (S). Poté pfidejte 3 kapky pufru
(pfiblizné 120 pl). do jamky pro pufr (B) a spustte ¢asovac.

3. Pockejte, az se objevi barevna &ara (Cary). Odectéte vysledky po 10 minutach. Neinterpretujte

vysledek po 20 minutéch.
Poznamka : Doporucuje se nepouzivat vyrovnavaci pamét déle nez 3 mésice po otevieni lahvicky.
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INTERPRETACE VYSLEDKU

1gG POZITIVNI: * Objevi se dvé barevné linie. Jedna barevna linie by se méla vidy objevit v kontrolni

oblasti (C) a druha linie v oblasti IgG .

1gM POZITIVNI: * Objevi se dvé barevné linie. Jedna barevna linie by se méla vidy objevit v kontrolni

oblasti (C) a druha linie v oblasti linie IgM.

POZITIVNI IgG a IgM : * Objevi se t¥i barevné linie. V kontrolni oblasti (C) by se méla vidy objevit jedna

barevna linie a v oblasti IgG a IgM by mély byt dvé testovaci linie .

*POZNAMKA: Intenzita barvy v testovacich oblastech se mize lisit v zavislosti na koncentraci protilatek

proti lymské boreliéze pfitomnych ve vzorku. Proto by mél byt jakykoli odstin barvy v testovaci oblasti

povazovan za pozitivni.

NEGATIVNI: V kontrolni oblasti (C) se objevi jedna barevna linie. V oblasti IgG ani IgM se linie neobjevi

Zadna.

NEPLATNE: Kontrolni linie se neobjevila . Nejpravdépodobnéjsimi divody selhani kontrolni linie jsou

nedostateény objem vzorku nebo nespravné postupy. Zkontrolujte postup a opakujte test s novym

testem. Pokud problém pretrvava, okamzité prestarite testovaci sadu pouzivat a kontaktujte mistniho
distributora.

KONTROLA KVALITY

Test je soucdsti internich kontrolnich vzorkd. Barevna linie objevujici se v kontrolni oblasti (C) je interni

kontrolni vzorkem. Potvrzuje dostateény objem vzorku a spravnou techniku provedeni testu.

Kontrolni standardy nejsou sou¢asti této soupravy; nicméné se doporucuje provést testovani pozitivnich

a negativnich kontrol v ramci spravné laboratorni praxe k potvrzeni testovaciho postupu a ovéfeni

spravného provedeni testu.

OMEZENi

1. Lymska boreliéza test (IgG/1gM) je uréena pouze k diagnostickému poufziti in vitro . Tento test by mél
byt pouzit k detekci protilatek 1gG a IgM proti boreliim. ve vzorcich piné krve, séra nebo plazmy.
Timto kvalitativnim testem nelze stanovit ani kvantitativni hodnotu, ani rychlost nardstu koncentrace
protilatek 1gG nebo IgM proti boreliim .

2. Lymska borelidza test (IgG/IgM) indikuje pouze pfitomnost protilatek IgG a IgM proti boreliim ve
vzorku a nemél by byt pouzivan jako jediné kritérium pro diagndzu Lymeské borelidzy.

3. Stejné jako u vsech diagnostickych testd musi byt vSechny vysledky zvazeny s dalSimi klinickymi
informacemi, které ma lékar k dispozici.

4. Pokud je vysledek testu negativni a klinické pfiznaky pretrvavaji, doporucuje se daldi ndsledné
testovdni s pouzitim jinych klinickych metod. Negativni vysledek kdykoli nevylu¢uje moZnost infekce
boreliemi .

5. Hladina hematokritu v pIné krvi mize ovlivnit vysledky testu.

6. Pro presné vysledky musi byt hladina hematokritu mezi 25 % a 65 %.

VYKONOVE CHARAKTERISTIKY

Citlivost a specificita

Lymska boreliéza test (IgG/IgM) byl porovnan s pfednimi komerénimi testy ELISA Lyme IgG a ELISA Lyme

1gM; vysledky ukazuji, Ze Lymska borelidza test (IgG/IgM) ma vysokou senzitivitu a specificitu.

Vysledky IgG

Metoda ELISA Celkové vysledk
Lymska borelid Vysledky Pozitivni Negativni ¥ Y
ymska borefioza Pozitivni 21 1 2
test IgG A
Negativni 1 89 90
Celkové vysledky 22 90 112

Relativni citlivost: 95,5 % (95% interval spolehlivosti*: 87,3 %-100 %)
Relativni specificita: 98,9 % (95% interval spolehlivosti*: 97,1 %-99,8 %)
Presnost: 98,2 % (95% interval spolehlivosti*: 93,7 %-99,8 %)

Vysledky IgM

*Interval spolehlivosti

Metoda ELISA L.
Vysledk Pozitivni Negativni Celkové vysledky
Lymska boreliéza yste« V ozitivni egativni
Pozitivni 17 1 18 let
test IgM —
Negativni 1 39 90
Celkové vysledky 18 let 90 108

Relativni citlivost: 94,4 % (95% interval spolehlivosti*: 72,7 %-99,9 %)
Relativni specificita: 98,9 % (95% interval spolehlivosti*: 96,7 %-100 %)
Presnost: 98,1 % (95% interval spolehlivosti*: 93,5 %-99,8 %)

*Interval spolehlivosti


https://en.wikipedia.org/wiki/Infectious_disease
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Pfesnost
Intra-Assay
Pfesnost v rdmci série byla stanovena s pouzitim 3 replikdtd péti vzorkd: negativni, IgG nizce pozitivni,
1gG vysoce pozitivni, IgM nizce pozitivni, IgM vysoce pozitivni. Negativni, nizce pozitivni a vysoce
pozitivni hodnoty byly spravné identifikovany ve vice nez 99 % pfipadd.

Mezitestovy
Pfesnost mezi sériemi testll byla stanovena 3 nezdvislymi testy na stejnych vzorcich: negativni, 1gG nizce
pozitivni, 1IgG vysoce pozitivni, IgM nizce pozitivni, IgM vysoké. Béhem 3 dni byly testovény tfi rtzné
Sarze Lymska boreliéza test (IgG/IgM) s pouzitim negativnich, nizce pozitivnich a vysoce pozitivnich
vzorkd. Vzorky byly spravné identifikovany ve vice nez 99 % pfipadu.

Zkfizena reaktivita

Lymska borelidza test (IgG/IgM) byl testovan na protilatky IgM proti HAV , HBsAg , IgG proti HCV , 1gG
proti HIV, 1gG proti RF, IgG proti syfilisu a IgG proti H. pylori. IgG , anti-Rubella IgG , anti -Toxo IgG , anti-
HSV 1 1gG , anti-HSV 2 1gG , anti-CMV IgG , anti-Rubella IgM , anti- Toxo Vzorky pozitivni na IgM , anti-
HSV 11gM, anti-HSV 2 IgM a anti-CMV IgM . Viysledky neprokazaly Zadnou zkfizenou reaktivitu.

Rusivé latky
Nasledujici slou¢eniny byly testovany s Lymskd borelidza test (IgG/IgM) a nebyla pozorovéna zadna
interference.

Paracetamol: 20 mg/dL Kofein: 20 mg/dL Kyselina acetylsalicylova: 20 mg/dL
gentisova : 20 mg/dL Kyselina askorbova: 2 g/dL Albumin: 2 g/dL

Kreatin : 200 mg/dL Hemoglobin 1000 mg/dL Bilirubin: 1 g/dL

Kyselina $tavelova: 60 mg/dL
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Pouze pro samotestovani in vitro, pro diagnostické pouZiti

Skladujte mezi 2-30°C

NepouZzivejte, je-li obal poskozen

Zplnomocnény zastupce

Katalog #

Pocet testll v baleni

Spotiebujte do

Lot ¢islo

Vyrobce

Nepouzivejte opakované

Viz ndvod k pouZziti

Pozor

Dovozce
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Lyme IgG/IgM Rapid Test Cassette
(Whole Blood/Serum/Plasma)
Package Insert
REF ILY-402
English

A rapid test for the qualitative detection of IgG and IgM antibodies to Borrelia in human whole blood,
serum or plasma specimens.
For professional in vitro diagnostic use only.
INTENDED USE
The Lyme IgG/IgM Rapid Test Cassette is a lateral flow chromatographic immunoassay for the
qualitative detection of 1gG and IgM antibodies to Borrelia in human whole blood, serum or plasma
specimen.
SUMMARY
Lyme disease, also known as Lyme borreliosis, is an infectious disease caused by bacteria of the Borrelia
sp. which is spread by ticks.2 The most common sign of infection is an expanding area of redness on the
skin, known as erythema migrans, that begins at the site of a tick bite about a week after it has
occurred.! The rash is typically neither itchy nor painful. Approximately 25-50% of infected people do
not develop a rash.! Other early symptoms may include fever, headache and feeling tired.! If untreated,
symptoms may include loss of the ability to move one or both sides of the face, joint pains, severe
headaches with neck stiffness, or heart palpitations, among others.! Months to years later, repeated
episodes of joint pain and swelling may occur.! Occasionally, people develop shooting pains or tingling in
their arms and legs.! Despite appropriate treatment, about 10 to 20% of people develop joint pains,
memory problems, and feel tired for at least six months.*
Lyme disease is transmitted to humans by the bite of infected ticks of the genus Ixodes.> Usually, the tick
must be attached for 36 to 48 hours before the bacteria can spread.® In North America, Borrelia
burgdorferi and Borrelia mayonii are the causes.>’ In Europe and Asia, the bacteria Borrelia afzelii and
Borrelia garinii are also causes of the disease.? The disease does not appear to be transmissible between
people, by other animals, or through food.® Diagnosis is based upon a combination of symptoms, history
of tick exposure, and possibly testing for specific antibodies in the blood.># Blood tests are often
negative in the early stages of the disease.? Testing of individual ticks is not typically useful.®
PRINCIPLE
The Lyme IgG/IgM Rapid Test Cassette (Whole Blood/Serum/Plasma) is a qualitative membrane-based
immunoassay for the detection of IgG and IgM antibodies to Borrelia in whole blood, serum or plasma
specimens. This test consists of two components, an IgG component and an IgM component. In the IgG
component, anti-human IgG is coated in IgG test line region. During testing, the specimen reacts with
Borrelia antigen-coated particles in the test cassette. The mixture then migrates upward on the
membrane chromatographically by capillary action and reacts with the anti-human IgG in 1gG test line
region, if the specimen contains 1gG antibodies to Borrelia. A colored line will appear in 1gG test line
region as a result of this. Similarly, anti-human IgM is coated in IgM test line region and if specimen
contains IgM antibodies to Borrelia, the conjugate-specimen complex reacts with anti-human IgM. A
colored line will appear in IgM test line region as a result.
Therefore, if the specimen contains anti-Borrelia IgG antibodies, a colored line will appear in IgG test line
region. If the specimen contains anti-Borrelia IgM antibodies, a colored line will appear in IgM test line
region. If the specimen does not contain anti-Borrelia antibodies, no colored line will appear in either of
the test line regions, indicating a negative result. To serve as a procedural control, a colored line will
always appear in the control line region, indicating that the proper volume of specimen has been added
and membrane wicking has occurred.

REAGENTS

The test contains anti-human IgM and anti-human 1gG as the capture reagent, Borellia antigen as the

detection reagent. A goat anti-human IgG is employed in the control line system.

PRECAUTIONS

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

. 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 as if they contain infectious agents. Observe established precautions against
microbiological hazards throughout all procedures and follow the standard procedures for proper
disposal of specimens.

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

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

7. Humidity and temperature may adversely affect results.

STORAGE AND STABILITY

Store as packaged in the sealed pouch 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

e The Lyme IgG/IgM Rapid Test Cassette (Whole Blood/Serum/Plasma) can be performed using whole

blood (from venipuncture or fingerstick), serum or plasma.

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 10uL. 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 area 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 the specimens have been collected. 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 etiological agents.

EDTA K2, Heparin sodium, Citrate sodium and Potassium Oxalate can be used as the anticoagulant for

collecting the specimen.

MATERIALS

-
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Materials provided

e Test cassettes e Droppers e Package insert e Buffer

Materials required but not provided
e Centrifuge
e Timer

e Specimen collection containers

o Lancets (for fingerstick whole blood only)

® Pipette and disposable tips (optional)

DIRECTIONS FOR USE

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

1. Bring the pouch to room temperature before opening it. Remove the test cassette from the sealed
pouch and use it as soon as possible.

2. Place the cassette on a clean and level surface.
For Serum/Plasma specimen:

¢ Use a pipette: To transfer 5 pL of Serum/Plasma to the specimen well (S), then add 3 drops of buffer
(approximately 120 pl) to the buffer well (B).

* Use a dropper: Hold the dropper vertically, draw the specimen up to the upper end of the nozzle as
shown in illustration below (approximately 5 pL). Transfer the specimen to the specimen well (S),
then add 3 drops of buffer (approximately 120 plL) to the buffer well (B), and start the timer.

* For Whole Blood specimen:

* Use a pipette: To transfer 10 pL of whole blood to the specimen well (S), then add 3 drops of buffer
(approximately 120 pl) to the buffer well (B).

* Use a dropper: Hold the dropper vertically, draw the specimen about 1 cm above the upper end of
the nozzle and transfer 1 full drop (approx. 10 pL) of specimen to the sample well (S). Then add 3
drops of buffer (approximately 120 pL) to the buffer well (B), and start the timer.

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

20 minutes.
Note: It is suggested not to use the buffer beyond 3 months after opening the vial.
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INTERPRETATION OF RESULTS

1gG POSITIVE:* Two colored lines appear. One colored line should always appear in the control line

region (C) and another line should be in the IgG line region.

1gM POSITIVE:* Two colored lines appear. One colored line should always appear in the control line

region (C) and another line should be in the IgM line region.

18G and IgM POSITIVE:* Three colored lines appear. One colored line should always appear in the

control line region (C) and two test lines should be in the IgG line region and IgM line region.

*NOTE: The intensity of the color in the test line regions may vary depending on the concentration of

anti-Lyme antibodies present in the specimen. Therefore, any shade of color in the test line region

should be considered positive.

NEGATIVE: One colored line appears in the control line region (C). No line appears in the IgG region or

the IgM region.

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.

QUALITY CONTROL

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

an internal procedural control. It confirms sufficient specimen volume and correct procedural technique.

Control standards are not supplied with this kit; however, it is recommended that positive and negative

controls be tested as good laboratory testing practice to confirm the test procedure and to verify proper

test performance.

LIMITATIONS

1. The Lyme IgG/IgM Rapid Test Cassette (Whole Blood/Serum/Plasma) is for in vitro diagnostic use
only. This test should be used for detection of I1gG and IgM antibodies to Borrelia in whole blood,
serum or plasma specimens. Neither the quantitative value nor the rate of increase in the
concentration of IgG or IgM antibodies to Borrelia can be determined by this qualitative test.

2. The Lyme IgG/IgM Rapid Test Cassette (Whole blood/Serum/Plasma) will only indicate the presence
of 1gG and IgM antibodies to Borrelia in the specimen and should not be used as the sole criteria for
the diagnosis of Lyme infections.

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

4. If the test result is negative and clinical symptoms persist, additional follow-up testing using other
clinical methods is suggested. A negative result at any time does not preclude the possibility of
Borrelia infection.

5. The hematocrit level of the whole blood can affect the test results.

6. Hematocrit level needs to be between 25% and 65% for accurate results.

PERFORMANCE CHARACTERISTICS

Sensitivity and Specificity

The Lyme 1gG/IgM Rapid Test Cassette (Whole Blood/Serum/Plasma) was compared with a leading

commercial ELISA Lyme 1gG tests and ELISA Lyme IgM tests; the results show that Lyme I1gG/IgM Rapid

Test Cassette (Whole Blood/Serum/Plasma) has a high sensitivity and specificity.

1gG Results

Method ELISA
— " Total Results
Lyme IgG/IgM Results Positive Negative
Rapid Test for Positive 21 1 22
18G Negative 1 89 90
Total Results 22 90 112
Relative Sensitivity: 95.5% (95%CI*: 87.3%-100%) *Confidence Interval
Relative Specificity: 98.9% (95%CI*: 97.1%-99.8%)
Accuracy: 98.2% (95%CI*: 93.7%-99.8%)
IgM Results
Method — ELISA - Total Results
Lyme IgG/IgM Results Positive Negative
Rapid Test for Positive 17 1 18
IgM Negative 1 89 90
Total Results 18 90 108
Relative Sensitivity: 94.4% (95%CI*: 72.7%-99.9%) *Confidence

Interval
Relative Specificity: 98.9% (95%CI*: 96.7%-100%)
Accuracy: 98.1% (95%Cl*: 93.5%-99.8%)
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Precision

Intra-Assay
Within-run precision has been determined by using 3 replicates of five specimens: negative, 1gG low
positive, 1gG high positive, IgM low positive, IgM high positive. The negative, low positive, and high
positive values were correctly identified >99% of the time.

Inter-Assay
Between-run precision has been determined by 3 independent assays on the same specimens: negative,
1gG low positive, 1gG high positive, IgM low positive, IgM high. Three different lots of the Lyme 1gG/IgM
Rapid Test cassette (Whole Blood/Serum/Plasma) have been tested over a 3-days period using negative,
low positive, and high positive specimens. The specimens were correctly identified >99% of the time.

Cross-reactivity
The Lyme IgG/IgM Rapid Test Cassette (Whole Blood/Serum/Plasma) has been tested for anti-HAV IgM,
HBsAg, anti-HCV 1gG, anti-HIV 1gG, anti-RF 1gG, anti-Syphilis 1gG, anti-H. Pylori IgG, anti-Rubella IgG, anti-
Toxo IgG, anti-HSV 1 IgG, anti-HSV 2 IgG , anti-CMV 1gG, anti-Rubella IgM, anti-Toxo IgM, anti-HSV 1 IgM,
anti-HSV 2 IgM and anti-CMV IgM positive specimens. The results showed no cross-reactivity.
Interfering Substances

The following compounds have been tested using the LymelgG/IgM Rapid Test Cassette (Whole
Blood/Serum/Plasma) and no interference was observed.

Acetaminophen: 20 mg/dL Caffeine: 20 mg/dL Acetylsalicylic Acid: 20 mg/dL
Gentisic Acid: 20 mg/dL Ascorbic Acid: 2 g/dL Albumin: 2 g/dL
Creatin: 200 mg/dL Hemoglobin 1000 mg/dL Bilirubin: 1 g/dL

Oxalic Acid: 60 mg/dL
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