[image: image1.png]



MICHIGAN DEPARTMENT OF COMMUNITY HEALTH
[image: image2.png]





BUREAU OF LABORATORIES

Direct Antigen Detection 

Rev. 1/8/2009

Direct Antigen Detection for Ricin toxin and Staphylococcal Enterotoxin B (SEB)
ANALYTES TESTED: Ricin communis toxin and Staphylococcal Enterotoxin B (SEB)
TEST CODE: 4202
USE OF TEST: Time-resolved fluoroimmunoassay (TRF) to detect the presence of ricin communis toxin and/or Staphylococcal Enterotoxin B (SEB).  Prior approval must be obtained (see notes below).
SPECIMEN COLLECTION AND SUBMISSION GUIDELINES:


Test Request Form DCH-0583  (DCH-0583 fillable)


Specimen Submission Guidelines

Transport Temperature: Ambient temperature
SPECIMEN TYPE:

Specimen Required: 

Environmental specimens (powder, containers, soil, dust, water, food, swabs).
NOTE:  DO NOT use glass or polystyrene plastic tubes (polypropylene is acceptable).


Minimum Acceptable Volume: 1 ml or 1 gram

Container: Plastic skirted-capped tube, sterile screw capped container

Shipping Unit: Unit 8
SPECIMEN REJECTION CRITERIA:

Critical Data Needed For Testing: Unique patient identifier
TEST PERFORMED:


Methodology: Fluoroimmunoassay (EIA)

Turn Around Time: One to two days (usually within 24 hours) 

Where/When Performed: Lansing/As needed
RESULT INTERPRETATION:


Reference Range: None detected
Negative – Toxin not detected.

Positive  – Toxin detected.

FEES: 
N/A

NOTES:
1. Must be pre-approved by contacting the MDCH lab director at 517-335-8063 or an MDCH epidemiologist or health officer at 517-335-8165 during normal business hours.  After hours call 517-335-9030.  Specimens will be rejected if not in compliance with submission requirements.
2. TRF procedures provide presumptive identification only.  Positive results should be confirmed by culture, polymerase chain reaction (PCR), or other laboratory methods.  

3. The detection limit for the ricin assay is 10-100 pg total protein (1-10 ng ricin toxin/ml).  Additional tests must be performed at CDC to determine whether the toxin is biologically active.

4. The detection limit for the Staphylococcal enterotoxin B assay is 10 ng/ml.
5.
This assay was developed by the Center for Disease Control and Prevention (CDC) Laboratory Response Network (LRN) and is not cleared or approved by the U.S. Food and Drug Administration.  The FDA has determined that such clearance or approval is not necessary if performance characteristics are verified at the testing laboratory.

ALIASES: 
Ricin assay, Staph toxin, BT toxin testing
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