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S. pneumoniae and L. pneumophila Combo Rapid Test Cassette (Urine)
2v1 S. pneumoniae/L. pneumophila respiraéni multitest (Z mogi)
Navod

REF ISLC-125

Cestina

Rychly test pro kvalitativni detekci antigenu S. pneumoniae a antigenu Legionella pneumophila ve
vzorku lidské moci.
Pouze pro profesiondlini in vitro diagnostické pouZiti.
URCENE POUZIT]
2v1 S. pneumoniae / L. pneumophila respiracni multitest (Z modi) je rychly imunochromatograficky
test pro kvalitativni detekci antigenu Streptococcus pneumoniae a Legionella pneumophila ve vzorku
lidské moci.
SHRNUTI
Streptococcus pneumoniae neboli pneumokok je grampozitivni, alfa-hemolyticky (za aerobnich
podminek) nebo beta-hemolyticky (za anaerobnich podminek), fakultativné anaerobni ¢len rodu
Streptococcus. Jako vyznamnd lidska patogenni bakterie byla S. pneumoniae na konci 19. stoleti
rozpoznana jako hlavni pfFi¢ina pneumonie a je pfedmétem mnoha studii humoralni imunity. S.
pneumoniae se vyskytuje asymptomaticky u zdravych nosi¢t, obvykle kolonizujicich dychaci cesty,
dutiny a nosni dutinu. U citlivych jedincl se slabsim imunitnim systémem, jako jsou starsi osoby a
malé déti, se viak bakterie muze stat patogenni a Sifit se do dalSich mist a zplisobovat onemocnéni.
Si¥i se pfimym kontaktem z osoby na osobu prostfednictvim kapének z dychacich cest a autoinokulaci

u osob, které jsou nosici bakterie v hornich cestach dychacich.2 Maze byt pFi¢inou neonatélnich
infekci.? S. pneumoniae je hlavni pfi¢inou komunitni pneumonie a meningitidy u déti a starsich osob *
a sepse u osob infikovanych HIV. Organismus také zplsobuje mnoho typd pneumokokovych infekci
jinych nez pneumonie. Mezi tato invazivni pneumokokovd onemocnéni patfi bronchitida, rinitida,
zanét stfedniho ucha, zanét spojivek, meningitida, sepse, osteomyelitida, septickd artritida,
endokarditida, peritonitida, perikarditida, celulitida a mozkovy absces.®

Legioneldza je zavazné onemocnéni plic zplisobené bakteriemi rodu Legionella zafazenymi do Eeledi
Legionellaceae . Tato ¢eled nyni zahrnuje 48 druhl a pfes 60 séroskupin. Pfiblizné 20 druhd je
zodpovédnych za lidské onemocnéni. Drtivou vétsinu infekci Legionella zptsobuji bakterie Legionella.
pneumophil a . Legiondfskd choroba je hlavnim klinickym projevem legionelové infekce, ackoli se
vyskytuji i extrapulmonalni infekce a nepneumonickd onemocnéni, jako je Pontiackd horecka.
Legionella pneumophila je zodpovédna za pfiblizné 90 % infekci a z nich je vice nez 80 % zplsobeno
jedinou séroskupinou, séroskupinou 1. ¢

Legionafska choroba (LD) neni nakazlivd. Nemoc se pfenasi aerosolem a neexistuji Zddné dikazy o
pfimém pFenosu z ¢lovéka na ¢lovéka. Ohrozenymi osobami jsou osoby s oslabenym imunitnim
systémem, vcetné piijemcl transplantdtd, starSich osob, kufdkl cigaret nebo osob s chronickou
obstrukéni plicni nemoci nebo chronickym onemocnénim ledvin. 7

PRINCIP

Rychlotest na S. pneumoniae (Z moci) je kvalitativni membranovy imunotest pro detekci

Streptococcus pneumoniae ve vzorku moci. BEhem testovani se Streptococcus Antigeny pneumoiae (S.

pneumoniae) , pokud jsou ve vzorku pfitomny, reaguji s konjugatem protildtky proti S. pneumoniae v
oblasti s ¢inidlem. Takto vytvoreny komplex konjugdtu a antigenu se v pfipadé pozitivniho vysledku
navdZe na protildtky proti S. pneumoniae nanesené na membrané. V pfipadé pozitivniho vysledku se
v oblasti T objevi tmavé cervend linie. V pfipadé negativniho vysledku se na protilatky proti S.
pneumoniae nanesené v oblasti T nevdzou zadné konjugdty a v oblasti T testovaci membrany se
nevytvofi zadnd linie. Intenzita linii se bude lisit v zavislosti na mnoZstvi antigenu pfitomného ve
vzorku. Linie v kontrolni oblasti by se méla objevit ve viech spravné provedenych pfipadech. Absence
linie C indikuje neplatny vysledek testu.

Rychlotest na L. pneumophila (Z mo¢i) je kvalitativni membranovy imunotest pro detekci antigenu

Legionella pneumophila ve vzorku mo¢i. BEhem testovani reaguje antigen Legionella pneumophila ,

pokud je ve vzorku pFitomen, s konjugatem protilatek proti Legionella pneumophila v reagencni

oblasti. Takto vytvofeny komplex konjugat-antigen se v pfipadé pozitivniho vysledku navaze na

protilatky proti Legionella pneumophila nanesené na membrané. V pfipadé pozitivniho vysledku se v

oblasti T objevi tmavé ¢ervena linie. V pfipadé negativniho vysledku se na protilatky proti Legionella

pneumophila nanesené v oblasti T testovaci membrany nevazou zadné konjugaty a v oblasti T

testovaci membrany se nevytvofi Zadna linie. Intenzita linii se bude liSit v zavislosti na mnoZstvi

antigenu pFitomného ve vzorku. Linie v kontrolni oblasti by se méla objevit ve viech spravné
provedenych pfipadech. Absence linie C indikuje neplatny vysledek testu.

REAGENTY

Test obsahuje konjugované zlaté Castice s protilatkami proti S. pneumoniae , protildtky proti S.

pneumoniae nanesené na membrané, Castice proti Legionelle a protildtky proti Legionelle nanesené

na membréané.

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. Se vSemi vzorky zachazejte, jako by obsahovaly infekéni agens. Béhem vsech postupl dodrzujte
zavedenad opatfeni proti mikrobiologickym rizikiim a fidte se standardnimi postupy pro spravnou
likvidaci vzorkd.

4. Pfi analyze vzorkd noste ochranny odév, jako jsou laboratorni plasté, jednorazové rukavice a
ochrana o¢i.

5. Poutzity test by mél byt zlikvidovén v souladu s mistnimi predpisy.

6. Vlhkost a teplota mohou nepfiznivé ovlivnit vysledky.

7. Pfiodbéru vzorku je nutna opatrnost. Nedostateény objem vzorku muze vést ke snizeni citlivosti.

SKLADOVANI A STABILITA

Soupravu lze skladovat pfi pokojové teploté nebo v chladniéce (2-30 °C). Testovaci kazeta je stabilni

do data expirace vytisténého na uzavieném sacku. Testovaci kazeta musi zUstat v uzavieném sacku

az do pouziti. NEZMRAZUJTE . NepouZivejte po uplynuti data expirace.

ODBER A PRIPRAVA VZORKU

2v1 S. pneumoniae / L. pneumophila respiraéni multitest (Z mo¢i) Ize provést s pouzitim modi. Vzorky

modi by mély byt odebirany do standardnich nadob. Vzorek Ize skladovat pfi pokojové teploté (15—

30 °C), pokud je testovan do 24 hodin od odbéru. Alternativné Ize vzorky pfed testovanim skladovat

pfi teploté 2-8 °C po dobu az 14 dni nebo pfi teploté -10 °C az -20 °C po delsi dobu. V pfipadé

potieby by mély byt vzorky moci pfepravovany v nepropustnych nadobéch pfi teploté 2-8 °C nebo
zmrazeny. Pfed testovanim nechte vSechny vzorky ohfdt na pokojovou teplotu.

MATERIALY

Poskytnuté materidly

* Testovaci zafizeni * Kapatko * Navod
Pozadované, ale nedodané materidly
* Nadoby na sbér vzorkd o Casovac

NAVOD K POUZIT{

Pfed testovanim nechte testovany vzorek dosahnout pokojové teploty (15-30 °C).

1. Vyjméte testovaci kazetu z féliového sacku a spotiebujte ji do jedné hodiny. Nejlepsich vysledkd
dosahnete, pokud test provedete ihned po otevieni féliového sacku.

2. Umistéte kazetu na ¢isty a rovny povrch.

3. Vzorek modi naberte kapatkem a svisle pfidejte 3 pIné kapky (cca 120 ul ) vzorku do jamky pro
vzorek (S) testovaci kazety.

4. Pockejte, az se objevi barevna ¢ara (Cary). Odectéte vysledky po 15 minutach . Neinterpretujte
vysledek po 20 minutdch.
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INTERPRETACE VYSLEDKU
(Viz vy$e uvedeny obrazek)

POZITIVNI: * Objevi se dvé barevné linie. Jedna barevna linie by méla byt v kontrolni oblasti (C) a

druha barevna linie v testovaci oblasti (T). Pozitivni vysledek indikuje pfitomnost antigenu S.

pneumoniae a/nebo Legionella pneumophila ve vzorku.

*POZNAMKA: Intenzita barvy v testovaci oblasti (T) se bude lisit v zavislosti na koncentraci antigenu

S. pneumoniae a/nebo antigenu Legionella pneumophila pfitomného ve vzorku. Proto by mél byt

jakykoli odstin barvy v testovaci oblasti (T) povazovan za pozitivni.

NEGATIVNI: V kontrolni oblasti (C) se objevi jedna barevna linie. V testovaci oblasti (T) se linie

neobjevi. Negativni vysledek znamena nepfitomnost antigenu S. pneumoniae nebo antigenu

Legionella pneumophila nebo je pfitomen pod detekovatelnou hladinou testu.

NEPLATNE: Kontrolni linie se neobjevuje. Nejpravdépodobnéjsimi diivody selhdni kontrolni linie jsou

nedostate¢ny objem vzorku nebo nespravné postupy. Zkontrolujte postup a opakujte test s novym

testem. Pokud problém pretrvavd, okamiité prestarite testovaci sadu pouzivat a kontaktujte
mistniho distributora.

KONTROLA KVALITY

Test je soucasti internich kontrolnich vzorkd. Barevnd linie objevujici se v kontrolni oblasti (C) je

interni kontrolni vzorkem. Potvrzuje dostate¢ny objem vzorku a spravnou techniku provedeni testu.

Kontrolni standardy nejsou soucasti této soupravy; nicméné se doporuduje provést testovani

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

ovéreni spravného provedeni testu.

OMEZENi

1. 2v1S. pneumoniae / L. pneumophila respiracni multitest (Z moci) je uréen pouze pro diagnostické
pouZiti in vitro. Test by mél byt pouZit pouze k detekci antigenu S. pneumoniae a/nebo antigent L.
pneumophila ve vzorcich modi. Ani kvantitativni hodnota, ani rychlost narlstu S. pneumoniae
timto kvalitativnim testem nelze stanovit vfetné koncentrace antigenu a/nebo antigenu L.
pneumophila.

2. Negativni vysledek by mél byt potvrzen kultivaci. Negativni vysledek mlze byt ziskdn, pokud
koncentrace antigenu S. pneumoniae nebo antigenu L. pneumophila pfitomného v moéi neni
dostateénd nebo je pod detekovatelnou hladinou testu.

3. Stejné jako u vsech diagnostickych testd musi byt viechny vysledky interpretovény spole¢né s
dal$imi klinickymi informacemi, které ma léka¥ k dispozici.

VYKONOVE CHARAKTERISTIKY

Klinicka citlivost, specificita a pfesnost

Rychly test na S. pneumoniae

Vykonnost rychlého testu na S. pneumoniae (Z moci) byla hodnocena na 103 klinickych vzorcich

odebranych od symptomatickych a asymptomatickych pacientli ve srovnani s jinymi metodami

rychlého testovani. Vysledky ukazuji, Ze relativni citlivost kazetového rychlého testu na S.

pneumoniae (mo€) je 90,0 % a relativni specificita je 98,9 %.

Metoda Jiny rychly test
— — y yery — Celkové vysledky
. Vysledky Pozitivni Negativni

Rychly test na S. —

. . Pozitivni 9 1 10
pneumoniae (Z moci) —

Negativni 1 92 93

Celkové vysledky 10 93 103

Relativni citlivost: 90,0 % (95% interval spolehlivosti*: 55,5 % ~ 99,7 %);

Relativni specificita: 98,9 % (95% interval spolehlivosti*: 94,2 % ~> 99,9 %);

Celkova presnost: 98,1 % (95% interval spolehlivosti*: 93,2 % ~ 99,8 %). *Intervaly spolehlivosti
Legionella pneumophila Rychly test

Vykonnost rychlého testu na L. pneumophila (Z mo¢i) byla hodnocena na 105 klinickych vzorcich
odebranych od symptomatickych a asymptomatickych pacientd ve srovnani s jinymi rychlymi
testovacimi metodami. Vysledky ukazuji, Ze relativni citlivost testu na L. pneumophila je 97,0 % a
relativni specificita je 98,6 %.

Metoda Jiny rychly test Lo
- — —— Celkové vysledky
. Vysledky Pozitivni Negativni
Rychly test na L. —
B . Pozitivni 32 1 33
pneumophila (Z moéi) —
Negativni 1 71 72
Celkové vysledky 33 72 105

Relativni citlivost: 97,0 % (95% interval spolehlivosti*: 84,2 % ~ 99,9 %);
Relativni specificita: 98,6 % (95% interval spolehlivosti*: 92,5 % ~> 99,9 %);
Celkova presnost: 98,1 % (95% interval spolehlivosti*: 93,3 % ~ 99,8 %). *Intervaly spolehlivosti
Presnost

Intra-Assay
Pfesnost v ramci série byla stanovena pouZitim 3 replikatd stejnych pozitivnich a negativnich vzorkd
modi ze stejné vyrobni Sarie za stejnych experimentdlnich podminek. Vzorky byly spravné
identifikovény ve vice nez 99 % ptipadu.

Mezitestovy
Pfesnost mezi sériemi byla stanovena 3 nezavislymi testy na stejnych pozitivnich a negativnich
vzorcich modéi (3 rdzné Sarze 2vl S. pneumoniae / L. pneumophila respiraéni multitest (Z moci)).
Vzorky byly spravné identifikovany ve vice nez 99 % pfipadu.

Zkfizena reaktivita

Zkfizena reaktivita s nasledujicimi organismy byla studovana pfi koncentraci 1,0E+ 07 organismG/ ml .
Nasledujici organismy byly pfi testovani s rychlym testem na S. pneumoniae (moc):



Legionella pneumophila
Helicobacter pylori,
Chlamydia

Candida albicans
Clostridium difficile
Neisseria gonococcus

Zkfizena reaktivita s moéi s pfimési nasledujicich patogend byla pfi testovani kazetou s rychlym
testem na L. pneumophila (mo¢) shleddna negativni.

Adenovirus

Aspergillus niger

Candida albicans
Haemophilus chiipka
Chripka A

Chripka B

Moraxella catarrhalis
Mykoplazmovd pneumonie
Nokardie asteroidy
Parainfluenza

Rhinovirus

RSV

(respiracni virovy syndrom)
Zlaty stafylokok
Streptokokovd pneumonie
Streptococcus pyogenes
Campylobacter jejuni

Clostridium difficile

E. coli (razné kmeny)
Enterobacter cloacae
Enterococcus faecalis
Escherichia hermanni
Helicobacter pylori
Klebsiella pneumoniae
Legionella bozemanii (sg1)
Legionella longbeache
Neisseria meningitidis
Proteus zdzracny
Salmonella enteritidis

Sigela flexneri

Staphylococcus epidermidis
Yersinia enterocolitica (typy 3, 9)
Streptokoky (skupina B, C, F, G)

HMPV

Streptococcus mutans
Vibrio parahemolyticus
Ureaplasma urealyticum
Mycobacterium avium
Mycobacterium intracellulare
Mycobacterium tuberculosis
Serratia marcescens
Pseudomonas aeruginosa
Sigela Sonnei
Campylobacter coli

S. typhimurium

Vibrio parahemolyticus
Neisseria meningitidis (sg C)
Mycoplasma hominis

Krev pfirozené pfitomna v modi ( mikrohematurie ) neovliviiuje vykon testu. Nicméné vzorky krve (s

0,1 % pIné krve) nemusi spravné odtékat, coz muze vést k rozmazani a neprikaznym vysledkim
testu.
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S. pneumoniae and L. pneumophila Combo
Rapid Test Cassette (Urine)

Package Insert
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English

A rapid test for the qualitative detection of S. pneumoniae antigen and Legionella pneumophila
antigen in human urine specimen.
For professional in vitro diagnostic use only.
INTENDED USE
The S. pneumoniae and L. pneumophila Combo Rapid Test Cassette (Urine) is a rapid
chromatographic immunoassay for the qualitative detection of Streptococcus pneumoniae antigen
and Legionella pneumophila antigen in human urine specimen.
SUMMARY
Streptococcus pneumoniae, or pneumococcus, is a Gram-positive, alpha-hemolytic (under aerobic
conditions) or beta-hemolytic (under anaerobic conditions), facultative anaerobic member of
the genus Streptococcus,! As a significant human pathogenic bacterium S.  pneumoniae was
recognized as a major cause of pneumoniain the late 19% century, and is the subject of
many humoral immunity studies. S. pneumoniae resides asymptomatically in healthy carriers
typically colonizing the respiratory tract, sinuses, and nasal cavity. However, in susceptible
individuals with weaker immune systems, such as the elderly and young children, the bacterium may
become pathogenicand spread to other locations to cause disease. It spreads by direct
person-to-person contact via respiratory droplets and by autoinoculation in persons carrying the
bacteria in their upper respiratory tract.2It can be a cause of neonatal infections.® S. pneumoniae is
the main cause of community acquired pneumonia and meningitis in children and the elderly,* and
of septicemia in those infected with HIV. The organism also causes many types of pneumococcal
infections other than pneumonia. These invasive pneumococcal diseases include bronchitis, rhinitis,
otitis media, conjunctivitis, meningitis, sepsis, osteomyelitis, septic arthritis, endocarditis, peritonitis,
pericarditis, cellulitis, and brain abscess.®
Legionellosis is a serious pneumonia caused by bacteria of the genus Legionella assigned to the
family Legionellaceae. This family now includes 48 species and over 60 serogroups. Approximately 20
species are implicated in human disease. The overwhelming majority of Legionella infections are
caused by Legionella pneumophila. Legionnaires' disease is the major clinical manifestation of
Legionella infection although extra-pulmonary infection and non-pneumonic disease like Pontiac
fever occur. Legionella pneumophila is responsible for approximately 90% of infections, and of these,
over 80% are due to a single serogroup, serogroup 1.%
Legionnaires' disease (LD) is not contagious. The disease is transmitted by aerosol, and there is no
evidence for direct person-to-person transmission. Person at risk are those whose immune system is
compromised, including transplant recipients, the elderly, cigarette smokers, or those showing
chronic obstructive pulmonary disease or chronic renal disease.”
PRINCIPLE
The S. pneumoniae Rapid Test Cassette (Urine) is a qualitative, membrane based immunoassay for
the detection of Streptococcus pneumoniae in urine specimen. During testing, Sreptococcus
pneumoiae (S. pneumoniae) antigens, if present in the specimen react with S.pneumoniae
antibody-conjugate in the reagent area. The conjugate-antigens complex thus formed will bind with
Anti-S.pneumoniae antibodies coated on the membrane in case of a positive result. This would result
in a dark red colored line in T line region in case of a positive result. In case of negative result, no
conjugates would bind at Anti-S. pneumoniae coated in T line region and no line would form in T line
region of the test membrane. The intensity of the lines will vary depending upon the amount of

antigen present in the sample. A line in Control region should appear in all correctly performed cases.

Absence of C line indicates an invalid test result.
The L. pneumophila Rapid Test Cassette (Urine) is a qualitative, membrane based immunoassay for
the detection of Legionella pneumophila antigen in urine specimen. During testing, Legionella
pneumophila antigen, if present in the specimen, reacts with Legionella pneumophila
antibody-conjugate in the reagent area. The conjugate-antigens complex thus formed will bind with
Anti-Legionella pneumophila antibodies coated on the membrane in case of a positive result. This
would result in a dark red colored line in T line region in case of a positive result. In case of negative
result, no conjugates would bind at Anti- Legionella pneumophila coated in T line region and no line
would form in T line region of the test membrane. The intensity of the lines will vary depending upon
the amount of antigen present in the sample. A line in Control region should appear in all correctly
performed cases. Absence of C line indicates an invalid test result.

REAGENTS

The test contains anti-S.pneumoniae antibody conjugated gold particles, anti-S.pneumoniae antibody

coated on the membrane, anti-Legionella particles and anti-Legionella coated on the membrane

PRECAUTIONS

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

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

3. 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.

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

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

6. Humidity and temperature can adversely affect results.

7. Caution must be taken at the time of specimen collection. Inadequate volume of specimen may
lead to lower sensitivity.

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 use. DO NOT FREEZE. Do not use beyond the expiration date.
SPECIMEN COLLECTION AND PREPARATION
The S. pneumoniae and L. pneumophila Combo Rapid Test Cassette (Urine) can be performed using
urine. Urine specimens should be collected in standard containers. The sample can be stored at room
temperature (15-30 °C) if assayed within 24 hours of collection. Alternatively, specimens may be
stored at 2-8 °C for up to 14 days or at -10 °C to -20 °C for longer periods before testing. When
necessary, urine specimens should be shipped in leak-proof containers at 2-8 °C or frozen. Allow all
specimens to equilibrate to room temperature before testing.

MATERIALS

Materials Provided

* Test Cassettes * Droppers * Package Insert

Materials Required But Not Provided

¢ Specimen Collection Containers * Timer

DIRECTIONS FOR USE

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

1. Remove the test cassette from the foil pouch and use it within one hour. Best results will be
obtained if the test is performed immediately after opening the foil pouch.

2. Place the cassette on a clean and level surface.

3. Absorb the urine specimen with a dropper, add 3 full drops (approx.120ulL) specimen into the
sample well (S) of test cassette vertically.

4. Wait for the colored line(s) to appear. Read results at 15 minutes. Do not interpret the result after
20 minutes.

3 Drops of Urine
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INTERPRETATION OF RESULTS
(Please refer to the illustration above)

POSITIVE: * Two colored lines appear. One colored line should be in the control line region (C) and

the other colored line should be in the test line region (T). A positive result indicates that

S.pneumoniae antigen and/or Legionella pneumophila antigen are present in the specimen.

*NOTE: The intensity of the color in the test line region (T) will vary depending on the concentration

of S.pneumoniae antigen and/or Legionella pneumophila 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). A negative result indicates that S.pneumoniae antigen or Legionella pneumophila antigen

is not present in the specimen, or is present below the detectable level of the test.

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 a good laboratory practice to confirm the test procedure and to verify

proper test performance.

LIMITATIONS

1. The S. pneumoniae and L. pneumophila Combo Rapid Test Cassette is for in vitro diagnostic use

only. The test should be used for the detection of S.pneumoniae antigen and/or L. pneumophila
antigens in urine specimens only. Neither the quantitative value nor the rate of increase in
S.pneumoniae antigen and/or L. pneumophila antigen concentration can be determined by this
qualitative test.

2. A negative result should be confirmed by culture. A negative result may be obtained, if the
concentration of the S.pneumoniae antigen or L. pneumophila antigen present in the urine is not
adequate or is below the detectable level of the test.

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

PERFORMANCE CHARACTERISTICS

Clinical Sensitivity, Specificity and Accuracy

S. pneumoniae Rapid Test

The performance of the S. pneumoniae Rapid Test Cassette (Urine) has been evaluated with 103

clinical specimens collected from the patient symptomatic and asymptomatic in comparison with

other rapid test method. The results show that the relative sensitivity of the S. pneumoniae Rapid

Test Cassette (Urine) is 90.0% and the relative specificity is 98.9%.

S. pneumoniae Rapid Test Cassette vs. Other Rapid Test

Method Other Rapid Test
— - Total Results
s iae Rapid Test Results Positive Negative
. pneumoniae ?pl es Positive P 1 10
Cassette (Urine) -
Negative 1 92 93
Total Results 10 93 103

Relative Sensitivity: 90.0% (95%ClI*: 55.5%~99.7%);
Relative Specificity: 98.9% (95%CI*: 94.2%~>99.9%);
Overall Accuracy: 98.1% (95%ClI*: 93.2%~99.8%).
Legionella pneumophila Rapid Test

The performance of the L. pneumophila Rapid Test Cassette (Urine) has been evaluated with 105
clinical specimens collected from the patient symptomatic and asymptomatic in comparison with
other rapid test method. The results show that the relative sensitivity of the L.pneumophila Rapid
Test Cassette (Urine) is 97.0% and the relative specificity is 98.6%.

L. pneumophila Rapid Test Cassette vs. Other Rapid Test

*Confidence Intervals

Method Other Rapid Test
— - Total Results
. ) Results Positive Negative

L. [ phila Rapid Test —

B Positive 32 1 33
Cassette (Urine) -

Negative 1 71 72

Total Results 33 72 105

Relative Sensitivity: 97.0% (95%CI*: 84.2%~99.9%);
Relative Specificity: 98.6% (95%CI*: 92.5%~>99.9%);
Overall Accuracy: 98.1% (95%ClI*: 93.3%~99.8%).
Precision
Intra-Assay
Within-run precision has been determined by using 3 replicates of same positive and negative urine
specimens with the same production batch in the same experimental conditions. The specimens
were correctly identified >99% of the time.
Inter-Assay
Between-run precision has been determined by 3 independent assays on the same positive and
negative urine specimens. Three different lots of the S. pneumoniae and L. pneumophila Combo
Rapid Test Cassette (Urine) have been tested using these specimens. The specimens were correctly
identified >99% of the time.

*Confidence Intervals
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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 S.pneumoniae Rapid Test Cassette (Urine):

Legionella pneumophila Candida albicans
Helicobacter pylori Clostridium difficile
Chlamydia Neisseria gonococcus

Cross-reactivity to urines spiked with the following pathogens were found negative when tested with
the L. pneumophila Rapid Test Cassette (Urine).

Adenovirus Clostridium difficile HMPV

Aspergillus niger E.coli (different strains) Streptococcus mutans
Candida albicans Enterobacter cloacae Vibrio parahemolyticus
Haemophilus influenzae Enterococcus faecalis Ureaplasma urealyticum
Influenza A Escherichia hermanni Mycobacterium avium
Influenza B Helicobacter pylori Mycobacterium intracellulare
Moraxella catarrhalis Klebsiella pneumoniae Mycobacterium tuberculosis
Mycoplasma pneumonia Legionella bozemanii (sg1) Serratia marcescens
Nocardia asteroides Legionella longbeachae Pseudomonas aeruginosa
Parainfluenzae Neisseria meningitidis Shigella sonnei

Rhinovirus Proteus mirabilis Campylobacter coli

RSV Salmonella enteritidis S. typhimurium
Staphylococcus aureus Shigella flexneri Vibrio parahemolyticus
Streptococcus pneumonia Staphylococcus epidermidis Neisseria meningitidis(sg C)
Streptococcus pyogenes Yersinia enterocolitica(types 3,9) Mycoplasma hominis
Campylobacter jejuni Streptococcus (Group B,C, F, G)

The blood naturally present in urine (microhematuria conditions) doesn’t affect test performances.
However, bloody specimens (at 0.1% whole blood) may fail to flow properly causing smears and
inconclusive test results.
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