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NOTE: this test must be arranged with the laboratory prior to specimen transport (517-335-8165)
ANALYTES TESTED:
Clostridium botulinum toxins A, B, C, E, and F.
USE OF TEST:  
To confirm the diagnosis of botulism.
SPECIMEN COLLECTION AND SUBMISSION GUIDELINES:
Test Request Form: 
DCH-0583 (for single specimen).
DCH 1052 (multiple patient specimens/food samples).
Transport Temperature:
· Foods – refrigerated (2ºC-8ºC) (unless originally stored as frozen [<0ºC] by the submitter).
· Stool and Serum- refrigerated (2ºC-8ºC).
· Isolates- refrigerated to ambient (2ºC to 30ºC).
Patient Preparation: None.
SPECIMEN TYPE:
Specimen Required: Fresh feces, rectal swabs in anaerobic transport media, serum, isolates in anaerobic broth, and implicated food(s). 
Minimum Acceptable Volume: 
· Feces: 15-25 grams.
· Serum: 7-10 mL (Less than 7mL may be tested but will limit the number of toxins able to be tested).
· Food: 100 grams (at least 4 ounces of each food material).
· Isolates: in anaerobic broth with cap securely tightened and taped.
Container: 
· Feces: sterile wide capped specimen cups may be used. 
· Serum: submit in either serum separator tubes (already separated) or as an aliquot within a sterile, leak proof container. 
· Food: should be left in the original containers if possible or place in sterile, unbreakable, labeled containers. Specimens should be sent using a Substance Category B Shipper.
· Isolates: should be submitted in anaerobic broth with cap securely tightened and taped. Must be shipped using a Substance Category A Shipper.
Shipping Unit: Unit 46.
Note: If an unavoidable delay of several days is anticipated, the specimens (stool or serum) should be kept frozen and then packed in an insulated container with dry ice and proper cushioning material for shipment. It is worth noting that freezing does not affect the ability to detect botulinum toxin in specimens but may impact the ability to recover C. botulinum on culture. 
SPECIMEN REJECTION CRITERIA:
Critical Data Needed for Testing: 
Patient Name.
Patient Date of Birth.
Specimen Source.
Date Collected.
Submitting Agency.
Incomplete test requisition information may lead to testing cancelation or a delay in testing and reporting.
Testing must be pre-approved and coordinated through local county and state epidemiologists (See note #2).
Specimens will be rejected if they:
Are received with either specimen container unlabeled or incomplete test request form or mismatch of the specimen label to the test request form. 
Are submitted in an inappropriate manner, i.e., are not shipped according to either Federal Postal Regulations and/or United Parcel Service/Federal Express or other applicable, appropriate standards.
Are received leaking or broken. 
Specimens and isolates received outside of appropriate transport temperature may not be tested.
TEST PERFORMED:
Bacterial culture and identification using biochemical methods.
Mouse bioassay (neutralization assay) performed on stool, serum, food, and identified C. botulinum isolate.  
Real-time polymerase chain reaction (PCR) for the detection of C. botulinum toxin genes (not performed on serum).
Turnaround Time: Two weeks from receipt (Dependent on findings and toxin type(s) results may be delayed beyond two weeks). 
Testing is performed at the Bureau of Laboratories, Monday-Friday.
RESULT INTERPRETATION:
Positive mouse and PCR results from primary specimens (i.e. stool and food) are considered preliminary results. Confirmation of the presence of toxigenic C. botulinum (or other known toxin generating clostridial species) is defined as a positive mouse assay result from an isolated colony of C. botulinum (or related species) or a positive from a serum specimen.
PCR detects the presence of toxin genes but does not indicate toxin expression. There may be instances where the gene is detected but toxin is not expressed (which would lead to a negative mouse bioassay result). 
REFERENCE RANGE: 
Negative for C. botulinum toxins A, B, E, and F
FEES: 
Not applicable.
NOTES:
For optimal sensitivity, it is best to collect clinical specimens prior to the start of antitoxin treatment. 
All testing for foodborne illness MUST be arranged with MDHHS Surveillance and Infectious Disease Epidemiology Section (517-335-8165) and the MDHHS Bureau of Laboratories (517-335-9673) prior to specimen transport. 
ALIASES: 
Botulism, or C. botulinum toxin.
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