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A rapid test for the qualitative detection of Giardia Lamblia in human stool samples.
For professional in vitro diagnostic use only.

The Giardia Lamblia Rapid Test Cassette (Feces) is a rapid chromatographic immunoassay for the
alitative detection of Giardia Lamblia antigen in human feces specimen.

Parasitic infections remain a very serious health problem worldwide. Giardia Lamblia is the most
common protozoa known to be responsible for one of the main causes of severe diarrhea in humans,
particularly in immunocompromized people. Giardia Lamblia, also known as Giardia intestinalis, is
a flagellated parasite that colonizes and reproduces in the small intestine, causing giardiasis. The
parasite attaches to the epithelium by a ventral adhesive disc, and reproduces via binary fission.™
Epidemiological studies, in 1991, showed that infections with Giardia increased in the United States with
a prevalence of around 6% on 178,000 samples. Generally, the disease passes through a short acute
phase followed by a chronic phase. Infection by G. lamblia, in the acute phase, is the cause of watery
diarrhoea with elimination of trophozoites. The stools become normal again, during the chronic phase,
with transient emissions of cysts.

The presence of the parasite on the wall of the duodenal epithelium is responsible for malabsorption.
The disappearance of villosities and their atrophy lead to problems with the digestive process at the
level of the duodenum and the jejunum, followed by weight loss and dehydration. The majority of
infections remain asymptomatic, however.

The diagnosis of G. lamblia is carried out under microscopy after flotation on zinc sulphate or by direct
or indirect immunofluorescence, on non-concentrated samples displayed on a slide.

The rapid test can detect Giardia Lamblia in fecal specimens within 10 minutes. It is based on the
detection of a 65-kDA coproantigen, a glycoprotein that is present in the cysts and trophozoites of G.
lamblia.

PRINCIPLE

Giardia Lamblia Rapid Test Cassette (Feces) is based on the use of a membrane technology with
colloidal gold. A nitrocellulose membrane is sensitized with antibody directed against Giardia Lamblia.
The test’s specificity is ensured by an antibody specific to a Giardia Lamblia antigen that is conjugated
to the colloidal gold. This conjugate is dried on a membrane.

The fecal sample must be diluted into the extraction buffer that is supplied with the test. When extracted
specimen come into contact with the strip, the conjugate migrates with the sample by passive diffusion
and the conjugate and sample material come into contact with the anti-Giardia antibody in the T line. If
the sample contains the G. lamblia antigen, the conjugate-antigen complex will remain bound to the
anti-Giardia reagent and a red line will develop. Solution continues to migrate to encounter a second
reagent that binds the migration control conjugate, thereby producing a red control line that confirms
that the test is working properly. The result is visible within 10 minutes.

The test contains anti-Giardia Lamblia antibody particles and anti-Giardia Lamblia antibody coated on

the membrane.

PRECAUTIONS

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

The test should remain in the sealed pouch until use.

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

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.

The used test should be discarded according to local regulations.

Humidity and temperature can adversely affect results.

STORAGE AND STABILITY

The kit can be stored at room temperature or refrigerated (2-30°C). The test cassette is stable through

the expiration date printed on the sealed pouch. The test cassette must remain in the sealed pouch until
se. DO NOT FREEZE. Do not use beyond the expiration date.

SPECIMEN COLLECTION AND PREPARATION

The feces specimen must be collected in clean, dry, waterproof container containing no detergents,

preservatives or transport media.

Bring the necessary reagents to room temperature before use.

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

the transportation of etiologic agents.
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Materials Provided
« Test Cassettes « Package Insert
« Specimen Collection Tubes with extraction buffer « Droppers
Materials Required But Not Provided

« Specimen Collection Containers « Timer

DIRECTIONS FOR USE

SPECIMEN PREPARATION PROCEDURE:

1. To collect fecal specimens:

Collect sufficient quantity of feces (1-2mL or 1-2g) in a clean, dry specimen collection container to obtain

enough pathogens. Best results will be obtained if the assay is performed within 6 hours after collection.

Specimen collected may be stored for 3 days at 2-8°C if not tested within 6 hours. For long term storage,

specimens should be kept below -20°C.

To process fecal specimens:

e For Solid Specimens:

Unscrew the cap of the specimen collection tube, then randomly stab the specimen collection
applicator into the fecal specimen at least 3 different sites to collect approximately 50 mg of
feces (equivalent to 1/4 of a pea). Do not scoop the fecal specimen.

e For Liquid Specimens:

Hold the dropper vertically, aspirate fecal specimens, and then transfer 2 drops of the liquid
specimen (approximately 80 pL) into the specimen collection tube containing the extraction
buffer.

Tighten the cap onto the specimen collection tube, then shake the specimen collection tube
vigorously to mix the specimen and the extraction buffer. Leave the collection tube for reaction for
2 minutes.

Bring the pouch to room temperature before opening it. Remove the test cassette from the foil pouch

and use it as soon as possible. Best results will be obtained if the test is performed immediately after

opening the foil pouch.

3. Hold the specimen collection tube upright and unscrew the tip of the specimen collection tube. Invert
the specimen collection tube and transfer 2 full drops of the extracted specimen (approximately
80 pL) to the specimen well (S) of the test cassette, then start the timer. Avoid trapping air bubbles in
the specimen well (S). See illustration below.

4. Read the results at 10 minutes after dispensing the specimen. Do not read results after 20 minutes.

Note: If the specimen does not migrate (presence of particles), centrifuge the diluted sample contained

in the extraction buffer vial. Collect 80 pL of supernatant, dispense into the specimen well (S). Start the

timer and continue from step 4 onwards in the above instructions for use.
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(Please refer to the illustration above)

POSITIVE:* Two colored lines appear. One colored line should be in the control line region (C) and
another apparent colored 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
Giardia Lamblia antigen 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 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.
QUALITY CONTROL
Internal procedural controls are included in the test. A colored line appearing in the control region (C) is
an internal valid 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 a good laboratory practice to confirm the test procedure and to verify proper test

erformance.

[

. The test is qualitative and cannot predict the quantity of antigens present in the sample. Clinical
presentation and other test results must be taken into consideration to establish diagnosis.
. A positive or negative test result does not rule out the possibility that other pathogens may be
present.
This test is an acute-phase screening test. Specimens that are collected after this phase may contain
antigen titres below the test's sensitivity threshold. If a sample test negative, despite the observed
mptoms, further testing with alternative methods are recommended.
PERFORMANCE CHARACTERISTICS
Sensitivity-Specificity
The Giardia Lamblia Rapid Test Cassette (Feces) was evaluated on 278 patients. The status of the
samples was checked after concentration of parasites (Ritchie method) and microscopic slide reading.
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Method Microscopic Total

Giardia Lamblia Rapid Test E’(e)zittjil\i Poglélve Negsatlve Rezglts
Cassette (Feces) Negative 3 212 215
Total Results 61 217 278

Relative sensitivity: 95.1% (95%CI*: 86.3%~99.0%);
Relative specificity: 97.7% (95%CI1*:94.7%~99.2%);
Accuracy: 97.1% (95%ClI*: 94.4%~98.7%).

Repeatability and reproducibility
To check intra-batch accuracy (repeatability), the same positive samples and a buffer solution were
processed 3 times on kits of the same production batch in the same experimental conditions. All
observed results were confirmed as expected.
To check inter-batch accuracy (reproducibility), some samples (positive and buffer) were processed on
kits from three different production batches. All results were confirmed as expected.

Cross-reactivity

Cross reactivity with following organisms has been studied at 1.0E+07 organisms/ml. The following
organisms were found negative when tested with the Giardia Lamblia Test Cassette (Feces):

*Confidence Intervals

Citrobacter freundii Clostridium difficile Coxsackie
Candida albicans Chlamydia trachomatis Echovirus
Enterococcus faecium E.coli Enterococcus faecalis

Proteus mirabilis

Rotavirus

Adenovirus
Corynebacterium diphtheria

Gardnerella vaginalis
Proteus vulgaris
Salmonella Infantis
Shigella dysenteriae
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oenproTECT Caseta de testare rapida Giardia Lamblia
(Fecale)

Prospect

[ REFIGL-602 [ Romana |
Un test rapid pentru detectarea calitativa a Giardia Lamblia Tn probe de scaun uman.
Numai pentru uz profesional de diagnostic in vitro.
UTILIZAREA PREVAZUTA
Caseta de testare rapida Giardia Lamblia (Fecale) este un imunotest cromatografic rapid pentru
detectarea calitativa a Giardia Lamblia antigenul din specimenele de fecale umane.
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Infectiile parazitare rdman o problema de sanatate foarte grava la nivel mondial. Giardia Lamblia este
cea mai comuna protozoare cunoscuta a fi responsabila pentru una dintre principalele cauze de diaree
severa la oameni, in special la persoanele imunocompromise. Giardia Lamblia, cunoscutd si sub
numele de Giardia intestinalis, este un flagelat parazit care colonizeaza si se reproduce in intestinul
subtire, provocand giardioza_ . Parazitul se ataseazad de epiteliu printr-un disc adeziv ventral si se
reproduce prin fisiune binara.

Studiile epidemiologice, in 1991, au aré&tat ca infectiile cu Giardia au crescut in Statele Unite, cu o
prevalenta de aproximativ 6% pe 178.000 de probe. In general, boala trece printr-o fazd acuta scurta
urmaté de o faza cronica. Infectia cu G. lambli a, in faza acuta, este cauza diareei apoase cu eliminarea
trofozoitilor. Scaunele redevin normale, in faza cronica, cu emisii tranzitorii de chisturi.

Prezenta parazitului pe peretele epiteliului duodenal este responsabilda de malabsorbtie. Disparitia
vilozitatilor si atrofia lor duc la probleme cu procesul digestiv la nivelul duodenului si jejunului, urmate de
slabire si deshidratare. Cu toate acestea, majoritatea infectiilor raman asimptomatice.

Diagnosticul G. lamblia se realizeaza la microscopie dupa flotare pe sulfat de zinc sau prin
imunofluorescenta directa sau indirectd, pe probe neconcentrate expuse pe o lama.

Testul rapid poate detecta Giardia Lamblia in probele fecale in decurs de 10 minute. Se bazeaza pe
detectarea unui coproantigen de 65 kDA, o glicoproteina care este prezenta in chisturile si trofozoitii G.
lamblia.

PRINCIPIU

Caseta de testare rapida Giardia Lamblia (Fecale) se bazeaza pe utilizarea unei tehnologii membranare
cu aur coloidal. O membrana de nitroceluloza este sensibilizata cu anticorpi directionati impotriva
Giardia Lamblia. Specificitatea testului este asiguratd de un anticorp specific unui antigen Giardia
Lamblia care este conjugat cu aurul coloidal. Acest conjugat este uscat pe 0 membrana.

Proba de fecale trebuie diluata in tamponul de extractie furnizat impreuna cu testul. Cand specimenul
extras intré in contact cu banda, conjugatul migreaza cu proba prin difuzie pasiva, iar conjugatul si
materialul probei intrd in contact cu anticorpul anti-Giardia din linia T. Daca proba contine antigenul G.
lamblia, complexul conjugat-antigen va ramane legat de reactivul anti-Giardia si se va dezvolta o linie
rosie. Solutia continué s& migreze pentru a intalni un al doilea reactiv care leaga conjugatul de control al
migratiei, producand astfel o linie rosie de control care confirma ca testul functioneaza corect. Rezultatul
este vizibil in 10 minute.

REACTIVI

Testul contine particule de anticorpi anti- Giardia Lamblia si anti-Giardia Lamblia anticorpi acoperiti pe
membrana.

PRECAUTII

« Numai pentru uz profesional de diagnostic in vitro. Nu utilizati dupa data de expirare.

Testul trebuie sa ramana in punga sigilata pana la utilizare.

Nu mancati, beti si nu fumati in zona in care sunt manipulate specimenele sau trusele.

Manipulati toate probele ca si cum ar contine agenti infectiosi. Respectati masurile de precautie
stabilite Tmpotriva pericolelor microbiologice pe parcursul tuturor procedurilor si urmati procedurile
standard pentru eliminarea corecta a probelor.

Purtati imbrécaminte de protectie, cum ar fi halate de laborator, manusi de unica folosinta si protectie
pentru ochi atunci cand probele sunt analizate.

Testul utilizat trebuie aruncat in conformitate cu reglementarile locale.

« Umiditatea si temperatura pot afecta negativ rezultatele.

DEPOZITARE S| STABILITATE

Trusa poate fi pastratd la temperatura camerei sau la frigider (2-30°C). Caseta de testare este stabila
pana la data de expirare imprimaté pe punga sigilata. Caseta de testare trebuie sa ramana in punga
sigilaté pana la utilizare. NU INGHETI. Nu utilizati dupa data de expirare.

RECOLECTAREA S| PREGATIREA PROBELOR

Esantionul de fecale trebuie colectat intr-un recipient curat, uscat, impermeabil, care nu contine
detergenti, conservanti sau medii de transport.

Aduceti reactivii necesari la temperatura camerei inainte de utilizare.

Daca specimenele urmeaza sa fie expediate, acestea trebuie ambalate in conformitate cu
eglementarile federale care acopera transportul agentilor etiologici.

MATERIALE

P

.

Materiale furnizate
« Caseta de testare « Prospect
« Tuburi de colectare a probelor cu tampon de extractie « Picuratoare
Materiale necesare, dar nefurnizate

« Recipiente de colectare a probelor « Temporizator

INSTRUCTIUNILE DE UTILIZARE

PROCEDURA DE PREGATIREA ESTIEMULUI:

1. Pentru a colecta specimene fecale:

Colectati o cantitate suficienta de fecale (1-2 ml sau 1-2 g) intr-un recipient de colectare a probelor curat

si uscat pentru a obtine destui agenti patogeni. Cele mai bune rezultate vor fi obtinute daca analiza este

efectuata in decurs de 6 ore de la colectare. Probele colectate pot fi pastrate timp de 3 zile la 2-8°C
daca nu sunt testate in 6 ore. Pentru depozitarea pe termen lung, probele trebuie pastrate sub -20°C.

Pentru prelucrarea probelor fecale:

e Pentru probe solide :
Desurubati capacul tubului de colectare a probei, apoi injunghiati la intamplare aplicatorul de
colectare a probei in proba fecala in cel putin 3 locuri diferite pentru a colecta aproximativ 50
mg de fecale (echivalentul a 1/4 dintr-un bob de mazare). Nu scoateti specimenul fecal.

e Pentru probe lichide :
Tineti picuratorul vertical, aspirati probele fecale si apoi transferati 2 picaturi din specimenul
lichid (aproximativ 80 pL) in tubul de colectare a probei care contine tamponul de extractie.
Strangeti capacul pe tubul de colectare a probei, apoi agitati energic tubul de colectare a probei
pentru a amesteca proba si tamponul de extractie. Lasati tubul de colectare sa reactioneze timp de
2 minute.

2. Aduceti punga la temperatura camerei inainte de a o deschide. Scoateti caseta de test din punga din
folie si utilizati-o cat mai curand posibil. Cele mai bune rezultate vor fi obtinute daca testul este
efectuat imediat dupa deschiderea pungii din folie.

3. Tineti tubul de colectare a probei in pozitie verticala si desurubati varful tubului de colectare a
probei. Rasturnati tubul de colectare a probei si transferati 2 picaturi pline din specimenul extras
(aproximativ 80 pL) la godeul de esantion (S) al casetei de testare, apoi porniti temporizatorul.
Evitati prinderea bulelor de aer in godeul specimenului (S). Vezi ilustratia de mai jos.

4. Cititi rezultatele la 10 minute dupa distribuirea probei. Nu cititi rezultatele dupa 20 de minute.

Nota: Daca proba nu migreaza (prezenta particulelor), centrifugati proba diluatd continuta in flaconul

tampon de extractie. Se colecteaza 80 pL de supernatant, se distribuie in godeul esantionului (S).

Porniti temporizatorul si continuati de la pasul 4 in instructiunile de utilizare de mai sus.
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Invalid
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Pozitiv Negativ

(Va rugam sa consultati ilustratia de mai sus)

POZITIV:* Apar doua linii colorate. O linie colorata ar trebui sa fie in regiunea liniei de control (C) si o
alta linie colorata aparenté ar trebui sa fie in regiunea liniei de testare (T).
*NOTA : Intensitatea culorii in regiunea liniei de testare (T) va varia in functie de concentratia de antigen
Giardia Lamblia prezent in esantion. Prin urmare, orice nuanta de culoare din regiunea liniei de testare
(T) trebuie considerata pozitiva.
NEGATIV: O linie colorata apare in regiunea liniei de control (C). Nu apare nicio linie in regiunea
liniei de testare (T).
INVALID: Linia de control nu apare. Volumul insuficient al probei sau tehnicile procedurale incorecte
sunt cele mai probabile motive pentru defectarea liniei de control. Revizuiti procedura si repetati testul
cu un nou test. Daca problema persista, intrerupeti imediat utilizarea setului de testare si contactati
distribuitorul local.
CONTROL DE CALITATE
Controalele procedurale interne sunt incluse in test. O linie colorata care apare in regiunea de control (C)
este un control procedural intern valid. Acesta confirma volumul suficient al specimenului si tehnica de
procedura corecta.
Standardele de control nu sunt furnizate impreuna cu acest kit; cu toate acestea, se recomanda ca
controalele pozitive si negative sa fie testate ca o bunad practica de laborator pentru a confirma

rocedura de testare si pentru a verifica performanta corespunzatoare a testului.

[

. Testul este calitativ si nu poate prezice cantitatea de antigene prezente in proba. Prezentarea clinica
si rezultatele altor teste trebuie luate n considerare pentru a stabili diagnosticul.

. Un rezultat pozitiv sau negativ al testului nu exclude posibilitatea ca alti agenti patogeni sa fie
prezenti.

3. Acest test este un test de screening in faza acuta. Probele care sunt colectate dupa aceasta faza pot

N

Sensibilitate-specificitate
Casetd de testare rapida Giardia Lamblia (Fecale) a fost evaluata pe 278 de pacienti. Starea probelor a
fost verificata dupa concentrarea parazitilor (metoda Ritchie) si citirea microscopicéa a lamei.

Metoda Microscopic Rezultate
Caseta de testare rapida Giardia R:f;liiia\} € PoSZétlv Negsatlv toégle
Lamblia (Fecale) Negaliv 3 515 215
Rezultate totale 61 217 278

Sensibilitate relativa: 95,1% (IC 95%*: 86,3%~99,0%); *Intervale de incredere
Specificitate relativa: 97,7% (95%CI1*:94,7%~99,2%);
Precizie: 97,1% (95%CI*: 94,4%~98,7%).

Repetabilitate si reproductibilitate
Pentru a verifica acuratetea intra-lot (repetabilitate), aceleasi probe pozitive si o solutie tampon au fost
procesate de 3 ori pe truse din acelasi lot de productie in aceleasi conditii experimentale. Toate
rezultatele observate au fost confirmate conform asteptérilor.
Pentru a verifica acuratetea intre loturi (reproductibilitatea), unele mostre (pozitive si tampon) au fost
prelucrate pe truse din trei loturi de productie diferite. Toate rezultatele au fost confirmate conform
asteptarilor.

Reactivitate incrucisata

Reactivitatea incrucisatd cu urmatoarele organisme a fost studiatd la 1,0E+07 organisme/mL.
Urmatoarele organisme au fost gasite negative atunci cand au fost testate cu Caseta de testare rapida
Giardia Lamblia (Fecale):

Citrobacter freundii Clostridium difficile Coxsackie
Candida albicans Chlamydia trachomatis Echovirus
Enterococcus faecium E coli Enterococcus faecalis

Proteus mirabilis
Rotavirus

Adenovirus
Corynebacterium difterie

Gardnerella vaginal
Proteus vulgaris
Salmonella Infantis
Shigella dysenteriae
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Lista de simboluri

Neisseria gonoree
Pseudomonas aeruginosa
Staphylococcus aureus
Shige flexneri
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