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Rapid Test Cassette (Feces) 
Package Insert 

REF TTFH-635 English 
A rapid, one s tep test for the qualitative detec tion of human hemogl obin, transferring and 
Haptoglobi n/Hemoglobi n compl ex in human feces speci men. 
For professi onal in vitro diagnos tic use only.  
【 INTENDED USE】 
The Transferrin/FOB and Hb-Hp Combo Rapi d Tes t Cassette (Feces) is a rapid 
chromatographic immunoassay (non-invasi ve assay) for the qualitati ve detecti on of human 
hemoglobin, transferrin and Hemoglobin(Hb)-Haptoglobin(Hp) complex in human feces  
specimens, which might be useful for the diagnosis of bleedi ng gastrointes tinal disorders. 
【SUMMARY】 
Colorectal cancer is cancer that occurs in the colon or rectum, and affects both men and 
women of all racial and ethnic groups, and is most of ten found i n people aged 50 years or ol der.  
For men, col orectal cancer is the third most common cancer after pr ostate and l ung cancers. 
For women, colorec tal cancer is the third mos t common cancer after breas t and l ung cancers. 
Fecal occult blood should be an i mportant indicator in the diagnos tic evaluation of patients  with 
suspec ted gastrointestinal bleedi ng of any etiolog y, not just as an i ndicati on of colorectal cancer.  
The presence of human hemoglobin in feces  is inadequate as a screening test for  stomach 
cancer ( upper gastrointesti nal disorders), because of human hemoglobin derived fr om the 
upper digesti ve tract is broken down i n the intesti nal trac t (the antigenicity is los t). 
Detection of fecal tr ansferrin, which is more stabl e in s tool  than hemoglobin, provides an 
alternative way of diagnosing the disease in the upper digestive tract.  
Blood in the stool may be the onl y symptom of cancer,  but not all blood i n the stool is caused by 
cancer. Other conditions that can cause blood in the stool incl ude: Haemorrhoids, Anal fissur es, 
Colon pol yps, Peptic ulcers, Ulcerative colitis. Gastroesophageal reflux disease (GERD). 
Crohn's disease, use of non-steroi dal anti-inflammatory drugs (NSAIDs).  
The Hemoglobi n-Haptoglobin Compl ex Rapi d Test i mmunological test based on the detection 
of the Hemoglobin-Haptoglobin (Hb-Hp) complex. Meguro, who also found excellent sensiti vity 
and fecal extracts  the Hb-Hp complex was mor e stable than unbound hemoglobin. Thus, in 
patients with proxi mal col orectal bl eeding, the Hb-Hp complex could probably be detec table in 
stool, even after a longer passage. 
【PRINCIPLE】 
The Transferrin/FOB Combo Rapid Test Cassette (Feces)  
The membrane is  precoated with anti-hemoglobi n anti body and anti-trans ferrin anti body on the 
test line region of the FOB and Transferrin. During tes ting, the speci men reac ts with the particle 
coated with anti-hemoglobin anti body and/or anti-trans ferrin antibody. The mixture migrates  
upward on the membrane chromatographically by capillary acti on to reac t with anti-hemoglobin 
antibody and/or anti-transferrin antibody on the membrane and generate a colored line. The 
presence of this  col ored line in the test line region indicates  a positi ve result,  while its  absence 
indicates 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. 
The Hb-Hp Rapid Test Cassette (Feces) 
The membrane is precoated with anti-haptoglobin anti body on the tes t line region of the tes t.  
During testing, the specimen reacts  with the particle coated with anti-hemoglobi n antibody. The 
mixture migrates  upward on the membrane chromatographicall y by capillary acti on to r eact with 
anti-haptoglobin antibody on the membrane and generate a color ed line. The pr esence of this  
colored line in the test line region indicates a positi ve result, while its absence indicates a 
negati ve r esult.  To serve as  a procedural contr ol, a colored line will always appear in the control  
line region, indicating that the proper vol ume of specimen has been added and membrane 
wicking has  occurred. 
【REAGENTS】  
The test contains anti-hemoglobin anti body, anti-trans ferrin antibody particles and anti-
hemoglobin antibody, anti-transferrin antibody and anti-haptoglobin antibodhy coated on the 
membrane. 
【PRECAUTIONS】 
• For professi onal in vitro diagnos tic use only. Do not use after expiration date. 
• The test shoul d remain in the seal ed pouch until use. 
• Do not eat, drink or smoke in the area where the speci mens or kits  are handled. 
• Handle all specimens as if they contai n infecti ous agents. Obser ve established pr ecautions  

against microbiol ogical hazards throughout all procedures and follow the s tandard  
procedures for proper disposal of  specimens. 

• Wear  protecti ve clothing  such as l abor ator y coats,  disposable gloves  and eye protection  
when speci mens are assayed. 

• The used test should be discarded accor ding to l ocal regulations. 
• Humidity and temperature can adversel y affect results .  
【STORAGE AND STABIL ITY】  
The ki t can be s tored at room temperature or r efrigerated (2-30°C). The tes t cassette is s table 
through the expiration date printed on the sealed pouch. The tes t cassette must remain in the 
sealed pouch until use. DO NOT FREEZE. D o not use beyond the expiration date. 
【SPECIMEN COLLECTION  AND PR EPARATION】 
• Speci mens should not be collected during or within three days of a menstr ual period, or if  

the pati ent suffers from bleeding hemorrhoids or blood i n the urine. 
• Alcohol, aspirin and other medications taken in excess may cause gas trointestinal irritation 

resulting in occult  bl eeding. Such substances  should be discontinued at least 48 hours  prior  
to testing.  

• No dietary r estrictions are necessary before using the Transferrin/FOB and Hb-Hp Combo 
Rapid Tes t Cassette.  

【MATERIALS】  
Materials Provided  

• Test cassettes       • Package i nsert  
• Speci men collec tion tubes with extrac tion buffer  

Materials Required But Not Provided 
• Speci men collec tion containers    • Timer 
【DIRECTIONS FOR USE】 
Allow the test, specimen, buffer and/or controls to reach room temperature (15-30°C)  
prior to testing. 
1. To collect fecal specimens: 

Collect sufficient quantity of feces  (1-2ml or 1- 2g) in a clean, dry specimen collecti on 
container to obtain maximum antigens (if present). Bes t results will be obtained if the assay 

is performed within 6 hours after collec tion. Speci men collected may be stored for 3 days at 
2-8℃ if not tested within 6 hours. For long ter m storage, specimens shoul d be kept below -
20℃.  

2.  To process fecal specimens: 
• For Solid Specimens: 
Unscrew the cap of the speci men collection tube， then randoml y stab the specimen 
collection applicator into the fecal speci men in at least 3 different sites to collect 
approxi matel y 50 mg of feces (equi valent to 1/4 of a pea). D o not scoop the fecal speci men. 
• For Liquid Speci mens : 
Hold the dropper verticall y, aspirate fecal speci mens, and then transfer 2 drops  
(approxi mately 80μL) into the specimen collection tube contai ning the extraction buffer.  

3.  Tighten the cap onto the specimen collec tion tube, then shake the speci men collection tube 
vigorousl y to mi x the speci men and the extrac tion buffer. Leave the tube alone for 2 mi nutes. 

4.  Bring the pouch to room temperature before opening it. Remove the test cassette from the 
foil pouch and use it withi n one hour. Best results will be obtained if the tes t is performed 
immediatel y after opening the foil pouch. 

5.  Hold the speci men collection tube upright and open the cap onto the specimen collecti on 
tube. Invert the specimen collecti on tube and transfer  3 full  drops of the extracted specimen 
(approxi mately 120μL)  to the specimen well (S) of the test cassette, then s tart the ti mer.  
Avoid tr appi ng air bubbl es in the speci men well (S). See illustration below. 

6.  Read r esults at 5 minutes after dispensing the speci men. Do not read results after 10 
minutes. 

Note: If the speci men does not migrate (presence of particles), centrifuge the extracted 
specimens contained in the extracti on buffer vial. Collect 120μL of supernatant, dispense into 
the specimen well (S) of a new test cassette and start afresh following the instructions  
mentioned above. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
【 INTERPRETATION OF RESULTS】  

(Please refer to the illustration above)  
Transferrin  POSITIVE:* Two lines  appear. One color ed line shoul d be i n the contr ol line region 
(C) and another apparent colored line should be in the Trans ferrin line region (Tf).  
FOB POSIT IVE:* Two lines  appear. One colored line shoul d be in the control line region (C) 
and another apparent color ed line shoul d be in the FOB line region (FOB). 
FOB and Transferrin  POSITIVE:* Thr ee lines appear. One colored line should be in the 
control line region (C) and another two lines appear in the FOB and Tf regions. 
Hb-Hp Complex Positive* Two line appear. One col ored line shoul d be in the control line 
region (C) and another  apparent colored line should be in the Hemoglobi n/Haptoglobi n line 
region (Hb-Hp). 
*NOTE: The intensity of the color line in the FOB, Tf and Hb-Hp complex line r egion will var y 
depending on the concentration of human hemoglobin and/or  human trans ferring and/or  Hb-Hp 
complex present in the speci men. Therefor e, any shade of color in the FOB and/or Tf and/or  
Hb-Hp region should be considered positi ve. 
NEGATIVE:  One colored line appears in the control  line r egion (C). No line appears in the FOB, 
Tf and Hp/H b region. 
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect pr ocedural  
techniques are the most likely reasons  for  control line failure. R eview the procedure and repeat 
the test with a new test. I f the problem persists, discontinue using the test kit immediatel y and 
contact your local distributor.  
【QUALITY CONTROL】 
Internal procedural  controls  are included in the test.  A color ed line appearing in the control  
region (C) is an internal valid procedural control. I t confirms  sufficient speci men volume and 
correct procedural technique. 
Control standards are not supplied with this kit; however, it is recommended that positi ve and 
negati ve controls be tes ted as a good laborator y prac tice to confir m the test pr ocedure and to 
verify proper tes t performance. 
【LIMITATIONS】 
1. The Transferrin/FOB and Hb-Hp Combo Rapid Test C assette (Feces) is for in vitro  

diagnostic use onl y.  
2.  The Transferrin/FOB and Hb-Hp Combo Rapid Test Cassette (Feces) will onl y indicate the  

presence of human hemoglobin, human transferring and human Hb-Hp complex in the feces  
specimen. The presence of blood in feces does not necessarily indicate colorectal bl eedi ng. 

3.  As with all diagnostic tests, all results must be consider ed with other clinical information  
availabl e to the physician. 

4.  Other clinicall y available tests are required if questi onable r esults are obtained. 
【EXPECTED VALUES】  
The Transferrin/FOB and Hb-Hp Combo Rapi d Tes t Cassette (Feces) has been compar ed with 
another l eading commercial rapid tes t. The correlation between this two system is 99.1% for  
FOB, 99.3% for Tranferrin and 98.8% for H b-Hp compl ex. 
【PERFORMANCE CHARACTERISTICS】  

Accuracy 
The Trans ferrin/FOB and Hb-Hp Combo Rapid Test C assette (Feces) has been compared with 
another l eading commercial rapid test using clinical speci mens. 
FOB Results 

Relative sensiti vity: 97.9% (95%CI*: 94.1%~99.6%);    
Relative specificity: 99.7% (95%CI*: 98.1%~99.9%); 
Accuracy: 99.1% (95%CI*:  97.7%~99.2%).          *Confidence Inter vals  
Transferrin R esults 

Relative sensiti vity: 98.9% (95%CI*: 94.1%~99.9%);    
Relative specificity: 99.4% (95%CI*: 97.9%~99.9%); 
Accuracy: 99.3% (95%CI*:  98.0%~99.9%).          *Confidence Inter vals  
Hp/Hb Complex Resu lts 

Relative sensiti vity: 96.7% (95%CI*: 82.8%~99.9%);    
Relative specificity: 99.0% (95%CI*: 97.1%~99.8%); 
Accuracy: 98.8% (95%CI*:  96.9%~99.7%).    *Confidence Inter vals  

Sensitivit y 
The Transferrin/FOB and Hb-Hp Combo Rapid Test Cassette (Feces) can detec t levels of  
50ng/ml FOB, 40ng/ml Transferrin and 50ng/ml H b-Hp compl ex. 

Precision  
Intra-Assay 

Within-run precision has been determined by using 15 replicates of four specimens: negati ve, 
50ng/ml, 100ng/ml and 10μg/ml FOB positive specimens. The specimens wer e correctl y 
identifi ed >99% of the time. 
Within-run precision has been determined by using 15 replicates of four specimens: negati ve, 
40ng/ml, 80ng/ml and 1μg/ml Transferrin positi ve speci mens . The specimens  were correctl y 
identifi ed >99% of the time. 
Within-run precision has been determined by using 15 replicates of four specimens: negati ve, 
50ng/ml, 200ng/ml and 2μg/ml Hb-Hp complex positive speci mens. The speci mens were 
correctly i dentified >99% of the ti me. 

Inter-Assay 
Between-run precision has been determined by 15 independent assays on the same 4 
specimens: negati ve, 50ng/ml hemoglobin, 100ng/ml hemoglobin, 10μg/ml hemoglobin, three 
different lots of Transferrin/FOB Combo R apid Test Cassette (Feces) have been tes ted using  
these specimens. The speci mens were correctl y identifi ed >99% of the time. 
Between-run precision has been determined by 15 independent assays on the same 4 
specimens: negati ve, 40ng/ml transferrin,  80ng/ml  transferrin,  1μg/ml transferrin, three dif ferent 
lots of Transferrin/FOB Combo Rapid Test Cassette (Feces) have been tes ted using these 
specimens. The specimens wer e correctl y identified >99% of the time. 
Between-run precision has been determined by 15 independent assays on the same 4 
specimens: negati ve, 50ng/ml Hb-Hp, 20ng/ml  Hb-Hp, 2μg/ml Hb-Hp, thr ee different lots  of  Hb-
Hp Complex R apid Test Cassette (Feces) have been tes ted usi ng these speci mens . The 
specimens were correctly identified >99% of the ti me. 

Cross-reactivit y 
It was  perfor med an evaluati on to determine the cross  reacti vity and interfer ences  of 
Transferrin/FOB and Hb-Hp Combo Rapid Test Cassette. There is not cross reacti vity with 
common gastrointesti nal pathogens , other organisms and substances occasionally present in 
feces. 
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Method Other Rapid Test Total Result  
Rapid Tes t Cassette for FOB 

(Feces) 
Results  Positi ve Negative 
Positi ve 143 1 144 
Negative 3 289 292 

Total Result  146 290 436 

Method Other Rapid Test Total Result  
 Rapid Test Cassette for trans ferrin 

(Feces) 
Results  Positi ve Negative 
Positi ve 91 2 93 
Negative 1 342 343 

Total Result  92 344 436 

Method Other Rapid Test Total 
Result Hb-Hp Complex Rapid Test 

Cassette (Feces)  
Results  Positi ve Negative 
Positi ve 29 3 32 
Negative 1 297 298 

Total Result  30 300 330 



 
Number:           145578400 

        Effecti ve date:  2017-02-27 


	【INTENDED USE】
	【SUMMARY】
	【PRINCIPLE】
	【REAGENTS】
	【PRECAUTIONS】
	【STORAGE AND STABILITY】
	【SPECIMEN COLLECTION  AND PREPARATION】
	【MATERIALS】
	Materials Provided
	Materials Required But Not Provided
	【DIRECTIONS FOR USE】
	【INTERPRETATION OF RESULTS】
	【QUALITY CONTROL】
	【LIMITATIONS】
	【EXPECTED VALUES】
	【PERFORMANCE CHARACTERISTICS】
	【BIBLIOGRAPHY】

