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Immunochemical Fecal
Occult Blood Test
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Rapid Immunoassay for the Qualitative Detection of 
Immunochemical Fecal Occult Blood

(Human Hemoglobin in Human Fecal Specimens) as an 
aid in the diagnosis of gastrointestinal disorders
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Intended Use
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Summary and Explanation
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Principle
Status iFOBT� �������� ���	�7������ 
������������	
� 	�����������
��
�������� ���F���	���	=��������
�� ����������
���%�,9@� 	��������
%�
�����A����������	��
����
����	������$���	����H���
�	���$�%%����A���
��$��	�����8�������	H�����%�
����������	�������H���
�	���$�%%����A���*�
"�������3�$������.�I?4��%������	H���������������	���	��������	����
���� ������� ����� �%� ���� ����� ��=	
��� �%���� ���� ������� ���� $����
�	��������	�������������������*������H���
������������	�������	����
���� ���� 
����	�	��� ����
���� ���	$���� 
��J������� ���� ��$���� A���
�)$� 	�� ������������	���$	������ ��������
�������	$���������	������
������������$������������������������
��������	����������
������

9�� ���� ���$����*� 	���$	�	K��� 
������� ���	$��	��� %���� ����
	�=	�	$��� A���� �	���� � >���� ���� 
�����H� �%� �)$� ���� ����
����
���	$��	������
��������A�����	��*�����
�����H�$	�����������
�������
���	$��	������%������=	�	$�������	���A�����	���	��	
��	=���%������	�	=��
������0�	���*��)$�	�����������>��������)$�	����������	������������*�
�������	���A�����	���%������������	�	����������A�����	��*���
��������	���
��� �������$����� ���=	���� ��� 	�������� F���	��� 
������� �%� ���� �����
��=	
�������	7���
	������
	%	
��������	$��	�������	���$	�	K����������

��������	�����

A��������	$��	����	���
����������������
�����H
�������	$���7�����

��J������*�%���	������	��	�
��
��������	����A���
��������	������=���
��� ������������ ������ �����	�	K��� ���	$��	��� 	�� ���� ���� ���� ��=��
$���� ��������0� ��%%	
	���� ������� ���� $���� ����	��� ��� ������ %���
�	����	��� ��� ���� A���� �	��� ���� $�����0� 
���	
���� ���� ���8	���
��������0�������������������
����������%�����������%���
��������	���
����� ���� ������� �	��	�� ���� ���	������� 	�
�$��	��� �	��*� ���� �����
������� 	�� 	�=��	����������������������$�������������	��������������
��=	
��

Reagents and Materials Provided
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Specimen Collection and Test Procedures
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Sample Application and Result Reading 

1. Shake the sample collection tube vigorously for 20-30 seconds 
to ensure the sample is well mixed with the buffer.  Some small 
amount of sample may not dissolve; this is normal.

2. Remove test device from its foil pouch by tearing at the notch. 

3. Tap the collection tube on a hard surface to dislodge any 
trapped air in top of cap. 

 

*

4.  Unscrew tip cap on the sample collection tube. Holding the 
tube vertically above the sample well of the Status iFOBT device, 
squeeze the tube gently to dispense three (3) drops into the 
sample well.

5. Read the result in 5-10 minutes. Important: DO NOT READ 
RESULTS AFTER 10 MINUTES.
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Quality Control

Internal Procedural Control

��
�Status iFOBT�	
���
�����������������2��������������
�������
��
�����
��� ���
����� ����
	����� ��������� � ��
� ��
�
��
� �
� ��
� �������� ���
�
��	����
������(�����	
3���
������
������
�������
	4���
��
��
����
������
	�����
���4���	� ��
���������������	�� �
��
������
���������
����
����

iFOBT

iFO
B
T

��������/�������

�
���/�������

 ����
�5
��

 ����
�

 ����
�����
���������


 ����� ����;
�
�����!�$�


�
��� ��
� ?�-����
�5
��

0
-����
���
��������
��
�����1

0
-����
��
��
�����
��
�����1

0
-����
���
�������	��
�����1

�������

���������

���




,

External Quality Control
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Limitations

of gastrointestinal bleeding caused by cancer or pathology.

Status iFOBT result 
should not be considered a conclusive diagnosis for 
gastrointestinal bleeding or pathology. Immunochemical FOB 
testing has been shown to be valuable in preliminary screening,  
particularly of asymptomatic populations, or as an aid to 
diagnosis. The test is not intended to totally replace other 
diagnostic procedures such as colonoscopy, flexible 
sigmoidoscopy, or other imaging studies such as double 
contrast barium enema or CT colonography.

blood in feces is not distributed uniformly, a negative test result 
does not assure absence of lesions.

because bowel lesions, including some colorectal cancers and 
significant polyps, may not bleed at all or may bleed 
intermittently, or the blood may not be uniformly distributed in a 
fecal specimen and therefore missed during sampling. 

significant bowel pathology. Usually, the reasons for such false 
positive results are obscure, but in some cases, certain 
medications may cause gastrointestinal irritation resulting in 
occult bleeding. 

Society (2001) for average-risk women and men, 50 years of age 
and older. However, patients with significant risk factors such as 
family history of colorectal cancer should be screened earlier and 
more often.

Status iFOBT for pediatric patients (21 years 
and below) has not been established.

Performance Characteristics

Sensitivity (Analytical Detection Limit)
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Method Comparison Study
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Potentially Interfering Substance

Beef Hb

Pig Hb

Horse Hb

Rabbit Hb

Iron

Ascorbic Acid

Sheep blood

Goat blood

Chicken blood

Beef meat extract (fresh/boiled)

Chicken meat extract (fresh/boiled)

Fish meat extract (fresh/boiled)

Horse meat extract (fresh/boiled)

Pork meat extract (fresh/boiled)

Rabbit meat extract (fresh/boiled)

Goat meat extract (fresh/boiled)

Cauliflower extract (fresh/boiled)

Broccoli extract (fresh/boiled)

Parsnip extract (fresh/boiled)

Cantaloupe extract (fresh/boiled)

Red radish extract (fresh/boiled)

Raw turnip extract (fresh/boiled)

Toilet water

Fluoride

Concentration Tested

1 mg/mL

1 mg/mL

1 mg/mL

1 mg/mL

1 mg/mL

5 mg/mL

0.1 mL/g feces

0.1 mL/g feces

0.1 mL/g feces

1 mL/g feces

1 mL/g feces

1 mL/g feces

1 mL/g feces

1 mL/g feces

1 mL/g feces

1 mL/g feces

1 mL/g feces

1 mL/g feces

1 mL/g feces

1 mL/g feces

1 mL/g feces

1 mL/g feces

0.1 mL/g feces

0.1 mL/g feces

Reproducibility Study
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