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For in vitro diagnostic use
Store at 2 to 30oC upon receipt

Manufacturer: Biohit Oyj Laippatie 1, FI-00880 Helsinki, Finland
Tel. +358 9 773 861, info@biohit.fi, www.biohithealthcare.com

INSTRUCTIONS FOR USE

Quick test for the detection of Hb and Hb/Hp
in fecal sample



EXPLANATION OF THE SYMBOLS USED IN LABELS

Symbol English

For in vitro diagnostic use

Catalogue number

Batch code

Use by (yyyy-mm-dd)

Consult instructions for use

Storage limitation. Store at 2 to 30°C

30 determinations

Do not reuse

CE Mark

Unique Device Identifier 

Material of animal origin 

Non-corrugated fiberboard (paperboard) 

Keep away from direct sunlight 

Keep dry 

This way up 

Manufacturer

2

+30  oC

+2
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Trade Name BIOHIT ColonView® quick test

Version  2.1

Basic UDI 6419587CV0010QQ

Risk Class Low-risk IVD

Device Registry Entry Code(s) 
if applicable N/A

Date of First Release  2012

Component Content Stability

Test Cassette 
30 pieces, Test Cassette 
packed in a foil bag with 
desiccant. 

Exp. date. 
In-use one hour.

Sample Collection 
Package 

30 pieces, package 
includes Sample Collection 
Tube, Specimen Collection 
Paper, and Sample 
Collection Instructions.

Exp. date. 
See Chapter 6 for 
sample stability.

Quality Control  
Certificate 1 piece Exp. date.

Instructions for Use  1 piece Exp. date.



6 7

Species  Human

Specimen type Feces

Preservation Fresh (stored in buffer)

Indication  Risk for gastrointestinal disorders by 
detection of fecal occult blood.

Age  Adults, 18–88 years

Specimen stability 11 days at 2 to 8°C, or 3 days at RT (max. 25°C).
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Performance Test Results

Specimen type (stability)

Stability of 13 positive stool samples 
showed:
- 11 days storage at 2 to 8°C
- 3 days storage at room temperature
- All weak positive samples remained posi-
tive when analyzed within 24 hours

Analytical sensitivity
(cut-off, imprecision at a concentration 
near the cut-off)

CLSI EP12-A2
EP12-Ed3

Hb: 
Cut-off, C50 = 15 ng/ml 
C5 = 9 ng/ml (-40% from cut-off) 
C95 = 21 ng/ml (+40% from cut-off) 

Hb/Hp: 
Cut-off, C50 = 4 ng/ml 
C5 = 2 ng/ml (-50% from cut-off) 
C95 = 6 ng/ml (+50% from cut-off) 

Analytical specificity (interference)

CLSI EP07-Ed3E
CLSI EP12-Ed3
CLSI EP37-Ed1E

The results from the following tested 
substances showed no interference: 
- Bilirubin up to 400 µg/ml 
- Horse radish peroxidase up to 20 mg/ml 
- Triglycerides up to 15 mg/ml 
- Albumin (human) up to 2 mg/ml 
- Iron (dietary supplement) up to 2 mg/ml 
- Secretory Immunoglobulin A (sIgA) up         
to 600 ng/ml  
- Mucin up to 2 mg/ml 
- Pancreatic amylase up to 40 U/ml 
- Calprotectin up to 50 µg/ml 
- Myeloperoxidase up to 200 ng/ml 

Other human hemoglobin variants 
were detected by the Hb test:
- Sickle cell hemoglobin-S (HbS)

Accuracy of measurement:
Clinical performance (bias)

CLSI EP12-A2
CLSI EP12-Ed3

Bias calculated between CVQT and 
comparative method as positive, negative 
and overall percent agreement:

Hb:
PPA: 98.6% (95% Cl; 92.4 to 99.8%)
NPA: 82.0% (95% Cl; 69.2% to 90.2%)
OPA: 91.7% (95%Cl; 85.5% to 95.4%)

Hb/Hp:
PPA: 95.8% (95% Cl; 88.3% to 98.6%)
NPA: 82.0% (95% Cl; 69.2% to 90.2%)
OPA: 90.1% (95%Cl; 83.5% to 94.2%)

Accuracy of measurement:  
Precision (within-laboratory)
 
CLSI EP12-Ed3

Five days, two operators and 
three lots tested:  

- Hb samples ≤ 9 ng/ml and ≥ 21 ng/ml 
- Hb/Hp samples ≤ 2 ng/ml and ≥ 6 ng/ml 

can be expected to yield consistently 
negative and positive results with 95-% 
confidence, respectively.
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Accuracy of measurement:  
Precision (reproducibility) 

CLSI EP12-Ed3

Five days and three sites tested:  

- Hb samples ≤ 9 ng/ml and ≥ 21 ng/ml 

- Hb/Hp samples ≤ 2 ng/ml and ≥ 6 ng/ml 

can be expected to yield consistently 
negative and positive results with 95-% 
confidence, respectively.

Hook

There is no hook effect (false negative) 
observed up to 500 µg/ml hemoglobin 
and up to 100 µg/ml hemoglobin/hapto-
globin complex with samples:  

Hb: 50 ng/ml, 100 ng/ml, 300 ng/ml,      
1000 ng/ml, 500 µg/ml, 2 mg/ml, 6 mg/ml,   
8 mg/ml, 10 mg/ml 

Hb/Hp: 20 ng/ml, 40 ng/ml, 200 ng/ml, 
1000 ng/ml, 100 µg/ml, 300 µg/ml,           
500 µg/ml, 800 µg/ml, 1000 µg/ml

Kit real-time stability 
CLSI EP25-AE 
CLSI EP25-Ed2

No difference in performance after 
18 months storage at 2 to 30°C.

 Use environment

Storage and operating conditions showed 
no difference in performance at negative 
(Hb 9 ng/ml; Hb/Hp 2 ng/ml) and positive 
samples (Hb 21 ng/ml; Hb/Hp 6 ng/ml):  

- Temperatures between 20 to 30°C 
- Humidity between 10% to 80% 

Test cassettes were opened at 0h and 1h.

Study Target 
name 

AUC Sensi-
tivity

Speci-
ficity

PPV NPV

CARCINOMA

300  
Patients1

CVQT 
Hb 0.946 98.9% 90.4% 89.5% 99.0%

CVQT 
Hb/Hp 0.917 100% 83.3% 83.3% 100%

368  
Patients9

CVQT 
Hb 0.782 91.9% 64.5% 35.8% 97.4%

CVQT 
Hb/Hp 0.768 91.9% 61.6% 34.0% 97.2%

ADENOMA

300  
Patients1

CVQT 
Hb 0.842 78.0% 90.4% 86.6% 83.7%

CVQT 
Hb/Hp 0.884 93.4% 83.3% 81.7% 94.1%

368  
Patients9

CVQT 
Hb 0.544 44.2% 64.5% 53.1% 56.1%

CVQT 
Hb/Hp 0.516 41.7% 61.6% 49.6% 53.8%
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Version v15.2

Change description

Sample collection tube has been 
changed. Update of analytical and
clinical performance. 

Sample stability and delivery time updated.

Added version number for the kit.

Product version 2.1
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NOTES




