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Clostridium difficlle Toxin А+ Toxin В Combo 
Rapid Test Cassette (Feces) 

Package lnsert !  REF ICDT-625 ! Enqllsh !
А rapld test for the detection of Clostridium difficlв Toxr, А and Toxin В antlgens /п human feces. 
For in vitro p,o(esslona/ use оп/у. 
[ INTENDED USEJ 

T he Clostridium dilf,ci/e Tol<in А + Tol<in В СоmЬо Rapid Test C85sene (Feces) 11 а rapid 
chromatographlc lпvnunoassay for lhe qualitative detection of Clostridtum dtff,cle Toxin А and 
Tol<in В вntigens ln the human feces. 
[SUMMARYJ 

Closlridium diffк:lo Is an anaeroЬic Ьactefia acling as an opportunistic pall,ogen· lt grows in the 
intesбne when the normat lora has Ьееn anered Ьу treatmont "tt, anьЬlotics. ,:U Toidnogenic 
strains of Clostridium dilfк:ito cause inlectic"1s from mlld-dianhea to pseudornemЬranous coitis, 
potenUaUy leadlng to death.' 
Disease Is caused Ьу two tol<ins produced Ьу toxinogenic atralna or C.dif&cile: Tol<in А 
(tlssue-damaglng enterotoxin) and Tol<in В (cytotol<in). Some stralns produce Ьoth tol<ins А and В, 
:::�.��.,:;' produce Toxln В only. T he potenCial role or а thlrd (Ьinary) toxln ln pathogenicily is 

[PRINCIPLEJ 
Closlridium dilfк:lo Toxin А+ Toxin В СоmЬо Rapld Test Cassena datacts two dl1Unct antigens in 
fecal spedmens ror С. difftclle, viz., Toxin A and Toxin В on two d1llarent te1I 11rlp11n а lingta test 
casseue, thus simultaneousiy detecling two antigens apedfic 1О C/ostrldlum ddrк:la. 
For C.dlfficlle-1peclflc Toxln А Testlng 
T he memЬrane Is pracoated with anti-C.dltl Toxin А antiЬody and antl-C.di" Toxln А вntiЬody on 
lhe test line reglon. Dta-lng tesmg, lhe apedmen reacts w,th lhe partide coeted ""th anti�.difl 
Toxln А antiЬody. Тhе mlxture migratos upward on the -- chrorretographlcally Ьу 
capilary action to react with anti�.di" Toxin А antiЬody on the memЬrone вnd generate а 
colored line. The presence or thls colored llne ln the Iest lino raglon lndicataa а posiUve resun, 
while its absence indicates а negative result То serve as а prooedural control, а colored llne will 
always appear 1n the control line region, indicating that the propar -.me of spedmen has Ьееn 
added and memЬrane wicking has осаитеd. 
For C.dlfficlle-1pocllc Toxln В Tntlng 
Tne memЬrane ls precoated wlth anti�.diff Tol<in В anUЬody and anU�.dm Toxin В antiЬody on 
the test line region. DL<ing testing, the apedmen roacts w,th the partide coated with anti�.di" 
Toxin В antiЬody. Тhе mlxture rnigratos upward on the memЬrane chrorretographically Ьу 
capiltary action to react with anti�.dirf Toxin В anbЬody on lhe memЬrane and genarate а 
colored llne. The presence or thls colored line ln tho tost line region lndicates а positive resun, 
while its absence lndicates а negative result. То serve as а procedurel control, а colored line "11 
always appear ln the control line reglon, lndkaUng that the proper votume or spedmen has Ьееn 
addad and memЬrane wicklng has осаитеd. 
[REAGENTSJ 

The test cassene contains anU-Closlridium d;ffк:lв Toxin А and anti-C/ostridium d;ff,cle Toxln В 
antiЬody coated par1ides and anti-Clostridium difficie Toxin А and anti-Clostridlum diff,cNe Toxin 
В antiЬody coatod on the memЬrane. 
[PRECAUTIONS) 

• For prolesslonal in lllfro dlagnostic use only. Do not use afler explration date. 
• The test should remain ln the sealed pouch unШ use. 
• Do not еа� drink or smoke ln tho area where the spacimens or kits are handlod. 
• Handle а11 spedmens as if they contain infoctious agents. OЬserve ostaЫished precautions 

against mlcroЬiological haz.ards tlvoughout all procedures and lollow the standard procedures 
for proper dlsposal of spedmens. 

• Wea, protective clothlng such as laboratory coats, disposaЫe gloves and еуе protection when 
specimens are assayed. 

• Tha used test should Ье dlscarded accordlng 1О local regulations. 
• Humldity and temperature can adversely a"ect results. 
[STORAGE AND STAВILГГYJ 

Store as packaged at room tempereture or refrigerated (2-ЗО'С). The test Is staЬle tlvough the 
expiration dato printed on the sealed pouch. Тhе test must remain in the sealed pouch until use. 
00 NOT FREEZE. Do not use Ьeyond the expiradon date 
[SPECIMEN COLLECTION AND PREPARATIONJ 

The stoot spedmens must Ье tested as soon as possiЫe afler collection. 11 neoessary, o<iginal 
reces spedmen тау Ье stored at 2-8'С ror 3 days or -20'С for longer periods о1 Ume; extracted 
specimen in Ьufler mву Ье stored at 2-8'С for 1 week or •20'С for longer periods о1 time. 
Маkе sure that lhe spedmens ere not ь-ealed with aolutions contairing lonnaldehyde or its 
detivatives. 
[МATERIALJ 

М.tori•I• provlded 
• Test cassettes • Package lnse<t 
• Droppers • Spedman collectюn tuЬe with ЬU!er 

М.teri•I• requll'8d but not provlded 
• Slool containers 
[PROCEDURE) 

• Тimer • Centnfuge 

Allow the tnt, apeclmen, collectlon Ьuffer •ndlor control to equlllbrote to room 
tomperature (15.ЗО'С) pl1or \о testlng. 
1. То collect reca1 specimens: 

Collect suffident quandty or reces (1-2 mL or 1-2 g) ln а dean, dry specimen cotlection 
container to obtain enough antigens (if present). Вest results wil Ье oЫalned if the assay is 
pe,formed within 6 hours aner oollection. Spedmen cotlected may Ье stored for 3 days at 
2-8'С lf not tested withln 6 hours. For long term storage, specimens should Ье kept 
Ьelow -20'С. 

2. То process recal speclmens: 
• For SoHd SRtЯmen1: 

UnSCfew the сар ol the spedmen collection tuЬe, then rendorny atab the spoclmen 
collectlon ■ppllcator lnto the fec■I apeclmen at ieaat 3 dtfferent •"-•• to collect 
approximately 50 mg ol leces (aqulvalent to 1/4 or а реа). Do not асоор the reca1 
specimen. 

• For Llauld SPtclmtn1: 
Нold the dropper ver1icaly, aspirato lecal spedmens, and then transrer 2 drops or the 
llq\.id specimen (approximately 80 µL) into the specimen cotlection tuЬe contairing the 
extraction Ьulfer. 

Тighton the сар onto the speclmen colection tuЬe, and then shelce the spoclmen collectlon 
tuЬ. v'9orously to rnix the apecimen and the extraclion ЬuWer. Leave the colection tuЬe lor 
reection for 2 minutes. 

3. Brtng the pouch to room temperature Ьelore opaning lt Rernove the test cassette from the foil 
pouch and use n as soon as possiЬle. Вest rasuns will Ье oЫained II the tost 1s pe,tormed 
immediatety aner opening the foil pouch, 

4. Hold the speclmen cotlection 1UЬе upright вnd UП8C'8W lhe tlp of the spedmen cotlection 
tuЬe. lnvert the specimen collection tuЬe and tnnsler 3 lull drops ol the extracted 
apeclmen (approl<imately 1201,L) to each or the speclmen welt (5) or the test casserte, then 
start tha timer. Avoid trapping air ЬuЬЬlе1 1n the spedmen -М (S). See llustration Ьetow. 

5. Reed the results at 1 о mlnU1tts aner dispensing lhe specimen. Do not read results aner 
20 rninutes. 

Note: 11 the spedmen does not mlgrate (presence ol partk:les), centrlluge the diluted saщ,le 
contained ln the extraclion Ьulfar vlal. Collact 120µL ol supematant, dispense lnto the speclmen 
well (S). Start the timer and continue lrom atep 5 onwвrds in the аЬоvе instructions for use. 
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[INT ERPRETING RESULTSJ 

The test resuns appeer in two dm«ent test windows respectively ror Toxin А or Toxin В. Тhе 
interpretation aiterla remaln the same for positivity or ,-tivity for speciic andgens under tests 
85 per lndication ol lhe respective Teat window. The reaulls вrо to Ье lnterpreted 85 lollows: 
POSIТIVE:-Тwo colored llnes •ppeer. One colored llna should Ье ln the conlr04 Mne region (С) 
and another apparent colored tlne should Ье ln the test line reglon (Т). 
'НОТЕ: T he intensity ol the color in the tost line region (Т) wil vary depending on the 
concentration of Clostrldium dillidle antigens present 1n the spedmen. Therefore, any shade of 
color 1n the test line region (Т) should Ье considered posltlve. 
NEGATIVE: One colorod llne eppe•rw ln the control llne raglon (С). No line appears ln the 
tost llne region (Т). 
INVALID: Control llne (С) 1•11• to •ррнr. lnsufficient spedmen volume or lnoorrect procedural 
techniques are tha most likely raasons for control lm laiwe. Revlew the procedure and repeat 
the test with а ,_ test lf the proЬlem perslsts, discontinue uslng the lest kit lmmediately and 
contacl your local dislributor. 
(QUAUТY CONТROLJ 

An internal procedural contml ls  lnduded ln the tesl А colored line appearing in the control ine 
region (С) Is an lnternal positfve procedural control. lt conlrms sutlicient spedmen volume, 
adequate memЬrane wlcking and corract procedural technique. 
Conlr04 standards are not supplied with thls klt; however, it ls recommended that posltive and 
negative controls Ье tested as а good lal>oratory practtce to confirm the test procedure and to 
verily proper test pe,tormance. 
[LIMIТATIONJ 

1. The C/ostridium difrк:le Toxln А + Toxin В СоmЬо Rapld Test Cassette (Feces) Is for 1n vflro 
diagnostic use only. 

2. The tast 1s qualltatlve and cannot predlct the quantily о( antlgens present ln the sarrc,le. 
Clirical presentation and other test raaulls must Ье taken inlO conslderation to ostaЫish 
diagnosis. 

3,А posltive test does not rule out the posslЫMty that other pathogons may Ьа prasent. 

[PERFORМANCEJ 
Delecllon Llmlt 

Datection Wrnit values or Clostтidium diff,clв Т oxin А + Т oxln В СоmЬо Rapld Т est Cassene was 
2nglml ror T oxin А and 7nglml for Tol<in В. 

Sensltlvlty • Speclflclty 
Closlt#dlum dlfflcll• T oxln А Rнults 

Мethod Other Rapld Test 
Total Results 

C/oslt#dlum dlfflclle 1 Rнulta Posltlve 
T oxln А +Toxln В Rapld 1 Positive 115 

Тиt Cuиtte(Focea) 1 Negative 1. 

Т otal Results 122 ... Relative Sens,tivity: 94.3% (95%Ct:'88.5%-97. 7%) 
Reladve Spedtlcity: 97 2% (95%Cl:"93.6%-99.1%) 
Reladve A,x;uracy: 96.0% (95%Cl:"93.1 %-97.9%) 
Cloalt#d/um dltrlcll• T oxln В Results 

Neg•tlve 
5 120 

173 180 
178 300 

ConГodence lntorvals 

Мethod Other R1pld Toat 
Total Rnults 

C/ostt#d/um d/fflcl/e 1 Rиuh.a Poslllve 
T oxln А +Toxln В Repld 1 Positive 112 

Тиt Cмsette(Focea) 1 NeoaUve 10 
Т о18I Results 122 ... .. Reiaave Senaittv,ty. 91.8% (95%CI. 85.4%-96.0%) 

Reladve Sped�city: 96.6% (95%Cl:"92.8%-98.8%) 
Relative Accuracy: 94.7% (95%Cl:"91.5%-96.9%) 

Precfslon 

Negatlve 
в 118 

172 182 
178 300 

Conftdence lnlervals 

lntr•assay •nd lnter--8111y 
То checl< intra-Ьatch accuracy (repeataЫity), the same posltlve samples and а buffer solutlon 
were processed 3 times on tost kits or the same batch numЬer 1n the same experimental 
conditions. AII oЬserved results were confirmed as expected. 
То checlt inter-Ьatch accuracy (reproduciЬi�ty), same samples (posltive and Ьuffer) were 
processed on test kits rrom thraa diПerent Ьatches. AII reaults were conГormed as expected. ' Crosa Reactlvlty 
An evaluallon was pe,formed to determine the cross reaalvlty of Clostтidium diffк:le Т oxin А + 
Tol<in В СоmЬо Rapld Test Casselte (Feces). No croas reactivity against gastrointestlnal 
pathogens oocaslonally present as lolowing: 
СвmруlоЬгсfв,со/1 Sв/monela enleritidis 
CampyloЬacterjejunl Salmonela pan,typhi 
E.coli 0157:Н7 Sв/mопвНа fyphi 
H.pylorl Sa/moneHa typh/murfum 
Usterfa monocyfogenes ShigeNaЬoydil 

lntet'fertag SuЬst•nc•• 

Shigeladysenlвriae 
S/Jigela"exnerl 
ShigeNasonnei 
Stвphylococcus aureus 
Yerslnlaenteroco/1/ca 

The lollowing potentia/ly lntenefing Substancas were added to Clostridium diffde Т oxln А + 
Т oxin В negative and positive specimens. 
AscoriЬic acid: 20mg/dl Oxalic acld: 60mg/dl 
Uric add: 60rng/dl Aspirin: 20mg/dl 
Glucose: 2000mg/dl Caffeine: 40Щl/dt 
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