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ANALYTES TESTED:
Treponema pallidum (syphilis) antibodies.
USE OF TEST:  
The Treponema pallidum Particle Agglutination (TP-PA) test is a qualitative gelatin particle agglutination assay used for the detection of Treponema pallidum antibodies in human sera. This supplemental assay is performed on all reactive or equivocal Syphilis Total IgG/IgM Multiplex Flow Immunoassay (MIA)/Nonreactive Rapid Plasma Reagin (RPR) serum specimens or by submitter request.
SPECIMEN COLLECTION AND SUBMISSION GUIDELINES:
Test Request Form MDHHS-6084.
Serum Collection and Submission.
Transport Temperature: on frozen cold packs or dry ice, (<8°C).
No special patient preparation is required.
SPECIMEN TYPE:
Specimen Required: Serum.
Minimum Acceptable Volume: 1 mL.
Container: 3 mL polypropylene screw capped tube or serum separator tube.
Shipping Unit: Unit 8A.
SPECIMEN REJECTION CRITERIA:
Specimens lacking two unique patient identifiers (i.e., full name, date of birth) will not be tested.
Specimens received outside of appropriate transport temperature may not be tested.
Specimens are leaking.
Plasma, lipemic, grossly hemolyzed, or contaminated specimens are unacceptable for testing and will be reported as Unsatisfactory.
TEST PERFORMED:
Methodology: Microagglutination.
Turnaround Time: 2-5 days unless additional syphilis testing is indicated.
Testing is performed at the Bureau of Laboratories, Monday-Wednesday and Fridays.
RESULT INTERPRETATION:
Reactive Result:
· Treponemal antibodies present.
· A reactive result indicates recent or past exposure to Treponema pallidum.
Nonreactive Result:
· Treponemal antibodies absent.
· A non-reactive result indicates no exposure to Treponema pallidum.
· Since antibodies may be undetectable in early stages of syphilis, if recent infection is suspected, submit a convalescent specimen in 2-4 weeks. 
Indeterminate or Atypical Result:
· An indeterminate or atypical result indicates the presence of cross-reacting antibodies. In this situation, a second specimen collected 2-4 weeks (or one week if patient is pregnant) after the initial specimen will be requested for re-testing.
REFERENCE RANGE: 
NON-REACTIVE (no antibody detected).
FEES:
Not Applicable.
NOTES:
The TP-PA is usually reactive in patients with syphilis infections. Like other treponemal serological tests, a patient with a TP-PA reactive result will typically remain reactive for life, and therefore antibody indices cannot be used to determine responses to therapy.
A nonreactive result does not totally exclude a recent (within the last 2-3 weeks) T. pallidum infection, therefore, results need to be interpreted with caution.
Cerebral spinal fluid (CSF) is not FDA approved for TP-PA testing.
The TP-PA may be reactive in a small percentage (less than 1%) of non-infected persons. These false positive results are often transient and may occur in association with other underlying illness. The manufacture of the test kit reports that samples from patients with HIV, leprosy, Toxoplasmosis, H. pylori, and drug users may occasionally produce either false positive or inconclusive results.
ALIASES:  
None.
INTERPRETATION GUIDE:
	MIA
	RPR
	TP-PA
	Interpretation

	Nonreactive
	Not indicated (or Nonreactive)
	Not indicated
(or Nonreactive)
	No serologic evidence of syphilis infection. 
Recommend additional testing consistent with clinical history findings.*
(If MIA is nonreactive, further testing is generally not performed)

	Reactive
	Reactive
	Not indicated
(or Reactive)

	Presumptive evidence of syphilis infection.ⴕ 


	Reactive
	Nonreactive
	Reactive or Indeterminate
	Primary or latent infection, or previously treated or untreated syphilis. 
Recommend additional testing consistent with clinical history findings.*

	Nonreactive
	Reactive
	Nonreactive  
	Syphilis infection unlikely; biological false positive likely.
Recommend additional testing consistent with clinical history findings.*
(If MIA is nonreactive, further testing is generally not performed) 

	Equivocal or Reactive
	Nonreactive 
	Nonreactive
	Indeterminate for syphilis infection; potentially early infection or false positive.
Recommend additional testing consistent with clinical history findings.*

	Equivocal 
	Nonreactive or Reactive
	Indeterminate 
	Indeterminate for syphilis infection; potentially early infection or false positive.
Recommend additional testing consistent with clinical history findings.*

	Equivocal 
	Reactive
	Nonreactive
	Indeterminate for syphilis infection; potentially early infection or false positive.
Recommend additional testing consistent with clinical history findings.*


*Specimen may have been collected before the production of detectable antibody.
Since antibodies may be undetectable in early stages of syphilis, if recent infection is suspected, submit a convalescent specimen in 2-4 weeks. 
If patient is pregnant, consider submitting convalescent serum in 1 week. Another specimen may be submitted 1-2 weeks later if results are negative and infection is suspected.
ⴕClinical evaluation should be performed to identify current signs and symptoms or past history of infection. 
The predictive value of a reactive RPR test in the serologic diagnosis of syphilis is increased when combined with a reactive treponemal test. Interpretation of results must be used in conjunction with the clinical signs and symptoms, medical history, and other clinical/laboratory findings.
Multiplex Immunoassay (MIA) = IgG/IgM treponemal antibodies.
Rapid Plasma Reagin (RPR) = Non-treponemal antibodies.
Treponemal Pallidum Particle Agglutination (TP-PA) = Supplemental testing for treponemal antibodies.
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