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1. TEST INFORMATION

	Assay
	Method/Instrument
	Order Code
	Local Code

	Fecal occult blood
	Hemoccult® test
	SOB
	


	Synonyms/Abbreviations

	Hemoccult

	

	Department

	Urinalysis


2. ANALYTICAL PRINCIPLE

The Hemoccult® test is based on the oxidation of guaiac by hydrogen peroxide to a blue-colored compound. The heme portion of hemoglobin, if present in the fecal specimen, has peroxidase activity which catalyzes the oxidation of alpha guaiaconic acid

(active component of the guaiac paper) by hydrogen peroxide (active component of the developer) to form a highly conjugated blue quinone compound.
3. SPECIMEN REQUIREMENTS
3.1
Patient Preparation
	Component
	Special Notations

	Fasting/Special Diets
	None.

	Specimen Collection and/or Timing
	· Collect fecal specimens from bowel movements on three different days. 
· Separate samples should be taken from two different sections of each fecal specimen. 
· Return the completed test card to the physician or laboratory within 14 days after the first sample collection.

	Special Collection Procedures
	· The Hemoccult® test requires only a small fecal specimen.

· The specimen is applied to the guaiac paper of the Hemoccult® Slide as a THIN SMEAR using the Applicator Stick provided.
· Hemoccult® Slides are best developed no sooner than 3 days after sample application. This allows any fruit and vegetable peroxidases present in the sample to degrade. 
· Slides containing samples may be stored for up to 14 days at room temperature (15 to 30°C) before developing.

	Other
	Patients should follow the PATIENT INSTRUCTIONS
· At least 7 days prior to and continuing through the test period. Roughage in the diet can increase test accuracy by helping uncover “silent” lesions which bleed intermittently


3.2
Specimen Type & Handling
	Criteria
	

	Type
-Preferred
	Specimen Inoculated Hemoccult ® card 

	
-Other Acceptable
	None

	Collection Container
	See section 3.1.

	Volume
	Specimen Inoculated Hemoccult ® card

	
- Optimum
	

	
- Minimum
	Specimen Inoculated Hemoccult ® card

	Transport Container and Temperature
	Hemoccult® Slides (Test Cards). Transport to lab at Room Temp.

	Stability & Storage Requirements
	
	

	
	Room Temperature:
	14 days before developing

	
	Refrigerated:
	Unacceptable

	
	Frozen:
	Unacceptable

	Timing Considerations
	Hemoccult® Slides are best developed no sooner than 3 days after sample application however  if immediate testing is required, wait 3 to 5 minutes before developing to allow adequate time for sample to penetrate the test paper.

	Unacceptable Specimens  & Actions to Take
	Any other specimen other than fecal specimen.
Recollect specimen.

	Compromising Physical Characteristics
	Protect slides from heat, light, and volatile chemicals.
Refer to section 14.3.

	Other Considerations
	Because this test is visually read and requires color differentiation, it should not be interpreted by individuals with blue color deficiency (blindness).


4. REAGENTS

4.1
Reagent Summary
	Reagents
	Supplier & Catalog Number

	Hemoccult® Slides (Test Cards) and Developer
	Beckman Coulter  Product No.  60152


4.2
Reagent Preparation and Storage

NOTES:  Date and initial all reagents upon opening.  Each container must be labeled with  (1) substance name,  (2) lot number,  (3) date of preparation,  (4) expiration date, (5) initials of tech, (6) any special storage instructions; check for visible signs of degradation.

Refer to the Material Safety Data Sheet (MSDS) for a complete description of hazards.  If a specific hazard is present, it will be noted in this procedure when the hazard is first encountered in a procedural step.
	Reagent
	Hemoccult® Slides (Test Cards) or Tape (in plastic dispenser)

containing guaiac paper

	Container
	Single Slides card

	Storage/ Stability
	Slides will remain stable until the expiration dates which is printed on each slide

	Preparation 
	None, ready to use.


	Reagent
	Hemoccult® Developer– a developing solution containing a stabilized mixture of less than 5.0% hydrogen peroxide and

75% denatured ethyl alcohol in an aqueous solution

	Container
	Single Slides card

	Storage/ Stability
	Developer will remain stable until the expiration dates which is printed on each bottle.

	Preparation 
	None, ready to use.


5. CALIBRATORS/STANDARDS 


N/A


6. QUALITY CONTROL

6.1
Controls Used  
	Controls
	Supplier and Catalog Number

	Internal QC (The Performance Monitor areas)
	Beckman Coulter Product # 60152


6.2
Control Preparation and Storage
NOTE:    Date and initial all controls upon opening.  Each container should be labeled with  (1) substance name,  (2) lot number,  (3) date of preparation,  (4) expiration date, (5) initials of tech, and (6) any special storage instructions; check for visible signs of degradation.

	Control
	The Performance Monitor areas

	Preparation
	Apply one drop of Hemoccult® Developer between the

Positive and negative Performance Monitor® areas.

	
	• Read results within 10 seconds. If the slide and developer are

functional, a blue color will appear in the positive Performance

Monitor® area and no blue will appear in the negative

Performance Monitor® area.

	
	• Neither the intensity nor the shade of the blue from the

Positive Performance Monitor® area should be used as a

reference for the appearance of positive test results.

	
	• Any blue originating from the positive Performance Monitor® area should be ignored when reading the sample test results.

	Storage/Stability
	Until expiration date printed on the label when stored at 15oC to  30oC


6.3
Frequency


The Performance Monitor® areas must be developed on every slide.
6.4
Tolerance Limits
6.4.1
All quality control results are recorded on the Hemoccult work sheet.
6.4.2
Any quality control failures will be investigated using the Providence Hospital Lab Quality Control Procedure as a guide.  

· The first step in the investigation will be repeating the test.  

· Confirm the expiration date and the lot# of all controls
· Check the performance of a known positive control material.  If the proper result is not obtained, discard and retest with fresh product.

6.5
Review Patient Data
Review patient results for unusual, trends or distributions, such as an unusually high percentage of abnormal results.
6.6
Documentation

Refer to the local policies and procedures for QC documentation and for record retention requirements.
6.7
Quality Assurance Program
6.7.1 Refer to   polices and procedures for quality assurance activities applicable to this procedure in QUEST QA manual.

6.7.2 The laboratory participates in CAP proficiency testing and in other State and Local agency PT programs when applicable.

6.7.3 CAP Proficiency Challenge 

6.7.4 All personnel performing the assay must complete annual competency and training process and results must be kept on file.

7. EQUIPMENT and SUPPLIES

7.1
Assay Platform


N/A
7.2
Equipment
           

N/A
7.3 Supplies
            See section 4.1

8. PROCEDURE

NOTE:   For all procedures involving specimens, buttoned lab coats, gloves, and face protection are required minimum personal protective equipment.  Report all accidents to your supervisor.

The package insert for a new lot of kits must be reviewed for any changes before the kit is used. 
	8.1
	Developing the Test

	1.
	Slides are best developed no sooner than three days after sample application to allow for degradation of any fruit and vegetable peroxidases that may be present in the fecal sample. However, if immediate testing is required, wait 3 to 5 minutes

before developing to allow adequate time for sample to penetrate the test paper. 

	2.
	Open back of slide and apply two drops of Hemoccult® Developer to guaiac paper directly over each smear.

	3.
	Read results within 60 seconds. Any trace of blue on or at the

edge of the smear is positive for occult blood


	8.2
	Developing the Performance Monitor® (Quality Control)

	1
	Apply one drop of Hemoccult® Developer between the Positive and Negative Performance Monitor® areas.

	2
	Read results within 10 seconds. If the slide and developer are functional, a blue color will appear in the positive Performance Monitor® area and no blue will appear in the negative Performance Monitor® area

	3
	Neither the intensity nor the shade of the blue from the Positive Performance Monitor® area should be used as a reference for the appearance of positive test results.

	4
	Any blue originating from the positive Performance Monitor® area should be ignored when reading the sample test results.

	5
	Neither the intensity nor the shade of the blue from the Positive Performance Monitor® area should be used as a reference for the appearance of positive test results.


9. CALCULATIONS

Not applicable
10. REPORTING RESULTS AND REPEAT CRITERIA

10.1
Interpretation of Data 

· If the slide and developer are functional, a blue color will appear in the positive  
performance monitor area and no blue color will appear in the negative performance 
monitor area.

· Neither the intensity nor the shade of the blue from the positive performance monitor 
should be used as a reference for the appearance of positive test results. 

· Any blue color originating from the positive performance monitor area should be 
ignored when reading the patient sample test area.

· If the performance monitors fail to give appropriate results the patient test slide must 
not be used to interpret patient test results.  The slide must be discarded and a new 
sample obtained.  Contact the floor for new slides.  Corrective action measures 
must be taken and documented in the Corrective action log in Quality Control 
Sheet for Hemoccult Tests.
10.2
Rounding 

N/A

10.3 Units of Measure
N/A

10.4
Clinically Reportable Range (CRR)

None established

10.5 Repeat Criteria
If there is no trace of blue on or at the edge of the smear repeat the test.
11. EXPECTED VALUES

11.1
Reference Ranges

Negative
11.2
Priority 1 & 2 Limits

None established

11.3
Priority 3 Limit(s)

None established

12. CLINICAL SIGNIFICANCE 

The Hemoccult® test is a rapid, convenient and qualitative method for detecting fecal occult blood which may be indicative of gastrointestinal disease. It is not a test for colorectal cancer or any other specific diseases.

The Hemoccult® test is recommended for professional use as a diagnostic aid during routine physical examinations, for hospital patients to monitor for gastrointestinal bleeding in patients with iron deficiency anemia or recuperating from surgery, peptic ulcer, ulcerative

Colitis and other conditions, and in screening programs for colorectal cancer when the Patient Instructions are closely followed. Serial fecal specimen analysis is recommended when screening asymptomatic patients.

The Hemoccult® test and other unmodified guaiac tests are not recommended for use with gastric specimens.

13. PROCEDURE NOTES

· FDA Status: Approved
· Validated Test Modifications: None
14. LIMITATIONS OF METHOD

14.1
Analytical Measurement Range (AMR)


Not applicable
14.2
Precision

N/A
14.3
Interfering Substances



• Red meat (beef, lamb and liver)



• Aspirin (greater than 325 mg/day) and other non-steroidal anti-inflammatory drugs 

   such as ibuprofen, indomethacin and naproxen



• Corticosteroids, phenylbutazone, reserpine, anticoagulants, antimetabolites, and 
       

   cancer chemotherapeutic drugs



• Alcohol in excess



• The application of antiseptic preparations containing iodine (povidone/iodine      

    mixture) Dietary iron supplements will not produce false-positive test results with 

    Hemoccult® tests.11 Acetaminophen is not expected to affect test results.14 


    Substances which can cause false-negative test results:15



• Ascorbic acid (vitamin C) in excess of 250 mg per day



• Excessive amounts of vitamin C enriched foods (citrus fruits and juices)



• Iron supplements which contain quantities of vitamin C in excess of 250 mg per day

14.4 Clinical Sensitivity/Specificity/Predictive Values

N/A

15. SAFETY 

The employee has direct responsibility to avoid injury and illness at work.  Nearly all harmful exposures to infectious substances and chemicals, and other injuries, can be avoided with effective training and consistent safe work practices.

Become familiar with the Environmental Health and Safety (EHS) Manual to the learn requirements on working safely and protecting the environment from harm.  Although lab work typically focuses on the hazards of working with specimens and chemicals, we must also control other important hazards.

· Slips, trips, and falls cause many serious injuries.  Please ensure that spills are cleaned quickly (to avoid slippery floors) and that you can see and avoid obstacles in your path.

· Ergonomic injuries result from performing tasks with too much repetition, force, or awkward position.  Ergonomic injuries include strains and back injuries.  Learn about ergonomic hazards and how to prevent this type of injury.

· Scratches, lacerations, and needlesticks can result in serious health consequences.  Attempt to find ways to eliminate your risk when working with sharp materials.
· If you drive on company business (in a company car, a rental, or your own personal vehicle) you must comply with the requirements in the "Driver Safety Manual".  Please remember that driving requires your FULL attention and multi-tasking while driving (e.g., talking on a cell phone) is an unacceptable risk that you must not take.
Report all accidents and injuries immediately to your supervisor or the business unit Environmental Health and Safety Manager or Specialist.
16. RELATED DOCUMENTS

Current Package Insert
17. REFERENCES

            Hemoccult® tests Package insert Beckman Coulter, Inc. September 2009.
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