INSTRUCTIONS FOR USE
ONE STEP TEST

Rotavirus and Adenovirus
Detection in Feces

Only for professional in vitro diagnostic use.

Product Code : TRAM

Rotavirus Combo Test Devit i Rotavir d. i inhuman feces.

INTENDED USE

Rotavirus Adenovirus Combo Test Device is a rapid i ic assay for qualitative detection of Rotavirus and Adenovirus antigens in human feces
id in the di i d. irus infection.

BACKGROUND INFORMATION

Acute diarrhea disease in young children is a major cause of morbidity worldwide and is a leading cause of mortality in developing countries. Rotavirus s the mosl
common agent responsible for acute gastroenteriis, mainly in young children. Its discovery in 1973 and its with infantile

very important in the study of not caused by acute bacterial infection. Rotavirus is transmitted by oral-fecal route with an mcubahon
period of 1-3 days. Although speclmen collections taken within the second and fifth day of the illness are ideal for antigen detection, the rotavirus may still be found
while diarrhea continues. Rotaviral gastroenteritis may result in mortality for populations at risk such as infants, the elderly and immunocompromised patients. In
temperate climates, rotavirus infections occur mainly in the winter months. Endemics as well as epidemics affecting some thousand people have been reported.
Wlth hospitalized children suffering from acute en(enc disease up to 50% of the analyzed Speclmen Were positive for rotavirus. The viruses replicate in the cell

nd to be host (CPE). B irus is extremely difficult to culture, itis unusual to use
wsolaﬂon of the virus in diagnosing an mfectlon Instead a variety of techniques have been developed to delect rotavirus in feces. Research has shown that enteric
adenoviruses, primarily Ad40 and Ad41, are a leading cause of diarrhea in many of these children, second only to the These viral
isolated throughout the world, and can cause diarrhea in children year round. Infectlons are most frequently seen in chlldren less than two years of age, but have
been found in patients of all ages. Rapxd and accurale diagnosis of due to irus is helpful in the ehology of and
related patient Other di i siich as electron i (EM) and nucleic 36acid hybridization are exp and labor-intt

With the self-limiting nature of infection, such intensive tests may not| y.

REAGENTS
The test contains anti-rotavi ibody and anti irus antibody coated particles and anti-rotavi ibody and ant irus antibody immobilized on the

membrane.

IMETHOD |

Rotavirus Adenovirus Combo Test Device s a qualitative, immunochromatographic assay for detection of Rotavirus and Adenovirus in human feces samples.
testarea of this testis pi with anti-rot nd “A” test area of this test is pre-coated with anti tibodies. While the test;
sample dropped to the sample well reacts with the particles coated with anti-rotavirus antibodies and/or anti This complex migrates to the
other end of the membrane by capillary action. If there is Rotavirus in the sample, they bind to anti-rotavirus antibodies in the “R” test area and create a visible,
colored signal that means the test s resultis positive. If there is Adenovirus in the sample, they bind to anti-adenovirus antibodies in the A" test area and create a
visible, colored signal that means the tests result s posiive. Ifthe sample doss not contain Rotavirus and/or Adenovirus, colored ines doss not appearn the ‘R*

and* A"testareas This means the test resultis negative. As a procedural control, colored line al the“C" that proper volume of
PRECAUTIONS AND LIMITA NS

1.For din i I

2] Do notuse testkitbeyond expiry date. The test deviceis single use. Donotreuse

371 mainin it h until usage. Do not use the testif the seal is broken or the pouch is damaged

4.Wear di i ling the test.

5lise anevidropper or eschsample;

6.All patient samples should be handled as taking capable of ing disease into consideration. Observe ons against

follow p les.

7.This test will indicate only the presence or absence of Rotavirus and Adenovirus antigens in the sample, and should not be used as the only basis for the
i be etiological for diarrhea.

As with all diagnostic tests, it should be keptin mind that an identification diagnosis can't be based on a single test result. Diagnosis can only be reached by an expert

after the evaluation of all clinical and laboratory findings.

8.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 Rotavirus and Adenovirus infection

STORAG!

Test be keptaway ight, moisture, heat

Storeat4-30°C (39~ 86"F) Donotfreeze.

The testin the origis piry t st diti The i beusedin i after the foil is opened.
Kit components : Testdevices, droppers, ion tube iith extraction buffer and ions for use.

Additional materials required but not provided : iple collecti i trifi d timer.

Additional materials recommended but not provided : Micropipettes to deliver mentioned amount of sample in the test procedure, negative and positive control
materials.

TEST PROCEDURE

1.Feces samples :
Feces sample mustbe collscted inclean, &y, waterproof container containing no detergants, prosenvatves and transport media, Take 1 2l o 1-2 feces sampl tothe containe o collect
Bestresults will llection. C t2-8°Cif not
hours. Forlong term storage samples should be kept below -20°C.
2.To process fecal samples
a. Forsolid samples;
U

h.

p randomi g offeces. Screw the
applicator i
b. Forliquid samples;
- Put tube.
3 p i luti Waitfor
4.Hold insfer roid bubbles.
D d Ad i inthe sample, the test can react even in 5 minutes. Results should be read at 10 minutes as shown below. Results

NOTE: If: es not mig it ofthe particles, centrifuge . Then collect 80 disp

=]

donotexist.

Mool e ee e R e et te s e s

and A areas,
R ana A aroas, iges exist.
L i faintline in“R" and/or*A" areas. Even such a faintlinein ‘R” and/or “A" area should be regarded s “positive’.
Invalid: ine s visiblein“C area; vice.
can
5 NEGATIVE 1
I O Y O ALy s S
POSITIVE 11 1 L1l
car car can
INVALID I
QUALITY CONTROL
Tesishavebuitinprocedural quaity conrlfeatures, When he test s compet, the usor inthe"C" area of the i ine in the *R” and/or
*A”and"C"areaon the control *C” internal p . This line i i p
as valid testresult i toverify proper i  state
EXPECTED VALUES
The R i irus Combo Test Devi ith late; method, ingan >99.0%.
PERFORMANCE EVALUATION
Clinical Sensi A
mbo Test Device h i - 4
method. Tt i i b0 Test D ; i i i
Wiothod Tat T Viothod Tatex Aggiutination | _Total
Resuits | Positive | Negative Results | Positive | Negative | Results
Positive | 185 3 Tost [ Positive | g0 1 51
Nogative |0 q6z Nogative | 0 160 169
osults 185 165 Total Resuits 80 170|250
Sensitivity: 100% Specificity: 98% Sensitivity: 100% Specificity: 99%
+ Predictive: 98% - Predictive: 100% + Predictive: 99% ~Predictive: 100%
*95% Confidence Intervals *95% Confidence Intervals
Intra-Assay
ithi o5 anegative, a rotavirus low positive, positive, arot i d
Inter-Assay
BeIween -run precision has been determined by 10 independent assays on the same seven specimens: a negative, a rotavirus low positive, an adenovirus low positive, a rotavirus medium
ositive, >99%of the time.
cRoss REACTIVITY
Cross reactivity with following organisms has been studied at 1.0 x 10° organisms/ml. The following organisms were found negative when tested with the Rotavirus Adenovirus Combo Test
evice.
Staphylococcus aureus Proteus mirabilis Neisseria gonorrhea
Pseudomonas aeruginosa Acinetobacterspp GroupB Streptococcus
Enterococcus faecalls Salmonella cholerassius Proteus vulgaris
Group C Streptococcus Gardnerella vaginalis Enterococcus faecium
Klebsiella pneumoniae Acinetobactercalcoaceticus Hemophilus influenzae
Branhamella catarrhalis E.coli Neisseriameningitidis
Candida albicans Chlamydia trachomatis
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