
hHb 
concentration(ng/mL)

Total Positive Negative

0 20 0 20
37.5 20 0 20
50.0 20 20 0
62.5 20 20 0
2000 20 20 0
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5 Minutes 11 Minutes

● 30 Pouches, each with one FOB test cassette device and one desiccant. The desiccant
   is for storage purposes only and is not used in the test procedures.
● 35 Specimen collection tubes with extraction buffer.
● 1 Vial of Positive and Negative Control.
● 1 Package Insert.

9. The sample specimens and the specimens collected by the patient in the sample tube can be stored at
    room temperature for up to 10 days and at least for 2 years at -4˚F (-20˚C).

1. Internal Controls:
    There are two internal control features in the Clarity IFOB test. A colored control band will always
    appear at the control position (C) if the test has been performed correctly and if the device is working
    properly. This is considered an internal positive procedural control. A clear background in the result
    window is considered an internal negative procedural control. If the test has been performed correctly
    and the Clarity IFOB test is working properly, the background in the result window will be clear,
    providing a distinct result.

2. External Controls:
    “Good laboratory practice” (”GLP”) recommends the usage of external controls. Clarity Positive and
    Negative controls are supplied with the kit.
    
     1. Allow the test and the controls to equilibrate to room temperature 59-86˚F (15-30˚C) prior to testing.
     2. To begin the testing, open the sealed pouch of the Clarity IFOB test by tearing the pouch. Remove
         the test kit from the pouch and use it as soon as possible.
     3. Squeeze 3 drops of the Positive control in to the sample well of the Clarity IFOB test cassette.
     4. Repeat the same procedure for the Negative control.
     5. The results should be read at 5 minutes. Do not interpret results after 10 minutes.
     6. Intrepret results the same way as you were to intrepret a patient sample.

4. A number of medications like acetylsalicylic acid, glucocorticoids, non-steriod antiphlogistica / anti-
rheumatica or cumarin-derivates may lead to gastrointestinal bleeding. Therefore a test for fecal occult blood
should only be started a few days after such medication has been stopped.
5. A negative result can be obtained even when a GI disorder is present. Some bowel lesions, including some
polyps and colorectal cancer, may not be uniformly distributed in a fecal sample.
6. The following guidelines apply to fecal occult blood tests: A negative test does not rule out a carcinoma;
a positive test need not be verified by another positive test. The test results can only be regarded as preliminary
screening or as an aid to diagnosis. It is not intended to replace other diagnostic procedures such as G.I.Fibroscope,
endoscopy, colonoscopy or other x-ray studies. A positive test result for fecal occult blood must be re-checked
until the bleeding source is detected / located.
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3 days Total 
Results 

Lot 1 Lot 2 Lot 3

Hb concentrations P / N P / N P / N
0 ng/mL 30 0 / 10 0 / 10 0 / 10
37.5 ng//mL 30 0 / 10 0 / 10 0 / 10
50 ng/mL 30 10 / 0 10 / 0 10 / 0
62.5 ng/mL 30 10 / 0 10 / 0 10 / 0
2,000 ng/mL 30 10 / 0 10 / 0 10 / 0

Tests (tester)
Total 
Evaluated 
Samples

Correct 
Results

Discrepant 
Results Agreement

Candidate FOB Device Test 
Lay user vs. Expected 150 148 2 98.7%
Candidate FOB Test Lay
user vs. Predicate test 150 147 3 98.0%
Candidate FOB Technicians 
vs Expected 100 99 1 99.0%
Candidate FOB Technician 
vs Predicate test 100 98 2 98.0%

Predicate test Total Results
Candidate
FOB Test

Results Positive Negative
Positive 59 1 60
Negative 1 39 40

Total Results 60 40 100

Predicate test Total Results

Candidate
FOB Test

Positive Negative
Positive 5 1 6

Negative 2 52 54
Total Results 7 53 60

Professional test Total Results

Candidate
FOB Test

Positive Negative
Positive 6 0 6
Negative 1 53 54

Total Results 7 53 60

Predicate test Total Results

Candidate 
FOB Test

Positive Negative
Positive 33 2 35
Negative 2 23 25

Total Results 35 25 60

Total 
Results 

Lot 1 Lot 2 Lot 3

Hb concentrations P / N P / N P / N
0 ng/mL 30 0 / 10 0 / 10 0 / 10
37.5 ng//mL 30 0 / 10 0 / 10 0 / 10
50 ng/mL 30 10 / 0 10 / 0 10 / 0
62.5 ng/mL 30 10 / 0 10 / 0 10 / 0
2,000 ng/mL 30 10 / 0 10 / 0 10 / 0

3 Sites Total 
Results 

Lot 1 Lot 2 Lot 3

Hb concentrations P / N P / N P / N
0 ng/mL 45 0 / 15 0 / 15 0 / 15
37.5 ng//mL 45 0 / 15 0 / 15 0 / 15
50 ng/mL 45 15 / 0 15 / 0 15 / 0
62.5 ng/mL 45 15 / 0 15 / 0 15 / 0
2,000 ng/mL 45 15 / 0 15 / 0 15 / 0
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