Effectiveness of the Point of Care Test for Syphilis in Local Health Clinics
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The Syphilis Health Check (SHC) (VEDALAB - France) is a rapid qualitative point of care

The data in Table One suggest that the SHC test would not be a suitable

(POC) test used for the screening of human Treponema pallidum (TP) antibodies in whole Positive Megative substitute to replace the RPR test. The sensmthC < 85 6%

blood, serum or plasma. The test is Food and Drug Administration (FDA) cleared as a SHC | Positive 202 (TP} 4 (FP) L . L

moderate complex test (non-waived). It is advertised to be used as an initial screening test Negative 34 (FN) 73 (TN Whtllc-:h |ds LOV\;? n(éI:noE Wlt?m medqcceptabcllel\;eggla_tg r%/ gu!dellneé? > |

or in conjunction with a non-treponemal laboratory test and clinical findings should aid in the sensitivity 202/202+34 =85.59 = 85.6% DUPINEE DY S LEITETS o7 WELATe an® METILAll SR vikes = Lammed)

. . e . L . specificity 73/73+4 = 94805 = 94.8% Laboratory Improvement Amendments (CMS — CLIA) for the incorporation
diagnosis of syphilis infection. In addition, it is not FDA-cleared for screening blood or Positive Predictive Value (PPV] 302/202+3 = 93.05 = 98.1% of a new test technology. The low sensitivity also results in a low negative
plasma donors. Negative Predictive Value (NPV) 73/73+34 = .68224 =68.2% predictive value (NPV) of 17.1%. In addition, the specificity of SHC is
Table 2: Comparison of RPR and SHC results 63.6% with a positive predictive value (PPV) of 98.1%.

The Texas Department of State Health Services (DSHS) staff decided the point of care test TPPA

had potential to improve the diagnosis, treatment, and partner services for persons infected Positive Megative The data In Table Two suggests SHC would be a suitable substitute to

with (or at increased risk for) syphilis. SHC | Positive 205 (TP} 1 {FP) replace the Treponema pallidum Particle Agglutination Test (TPPA). The

__| Megative 4 (FN) 103 {Th) sensitivity of SHC is 98.6% with a NPV of 92.7%, well within the limits of
“ :Ezz:::::tt: fgzﬁgzi - :ggggﬁzij:i? acceptable regulatory guidelines. In addition, the specificity of SHC is
Positive Predictive Value (PPV) 305/205+1 = 99.51 = 99.5% 97.4% with a PPV of 99.5%. This test would be a good choice to replace

Four independent laboratories (Austin-Travis County Health and Human Services, Negative Predictive Value (NPV) 103/103+4 = .96261 - 96.3% the TPPA In the current syphilis screening algorithm, i.e. screen with a

Beaumont Public Health Department, Port Arthur Public Health Department and Corpus Table 3: Comparison of TPPA and SHC results non-treponemal test (RPR) followed by a treponemal confirmatory test

Christi-Nueces County Public Health Department) for a period of six months, were (TPPA or SHC).

selected to participate in the study based on the following criteria: f;?t;gppﬁ Negatve | |

» Associated with a Sexually Transmitted Disease Clinic SHC | Positive 206 (TP) 0 (FP) The data in Table Three suggest that SHC would not be a suitable

= Routinely performed stat Rapid Plasma Reagin (RPR) tests in the clinic while patients Negative 36 (FN) 71 (TN} subs_tl_tu_te t0 replacl)ce t_he combination OI the RPR_a_md TPPA, Th_e_

Were receive care Sensitivity 206/206 + 36 =.85123 = 85.1% sensmwty IS 85._5/0 with a NPV of 14.6%. In addition, the specificity of
specificity 71/71 +0 =100 = 100% SHC 1s 100% with a PPV of 100%.
= EXxperienced more than one day delays in receiving treponemal test results from either Positive Predictive Value [PPV) 206/206 +0 = 100 = 100%
an in-house lab or other lab MNegative Predictive Value (NPV) 71/71 + 36 =.6635 = 66.4%

Recommendations

Table 4: Comparison of RPR+TPPA and SHC results

- Expressed mtereSt In partICIpatmg In the p”Ot prOJECt [TP=True Positive, FP=False Positive, FN=Falze Negative, TN=True Negative)

| | | Partner Services Outcomes * New sites should run at least 20 SHC tests on known specimens prior
Sites were Instructed to test persons with the POC test whose RPR test results were Teated to implementing.
: : i - : : Part Suspect Partner C
reactive and did not have prior syphilis history. Reactive RPR test results were then N x same | | oot | mitited | dispo | PRErAdipo | DIl | Txindex | Suspect C | Suspect A bersons with a confirmed svohilis historv do not need a SHC test
confirmed with the SHC As part of the pilot, sites were Instructed to submit their — ‘1’:; TR yP y
specimens through the DSHS Austin laboratory or local lab (Corpus Christi-Nueces fotal 1 183 1 opouwy | (gapmge | 202 18T | 7ALE 38| 1361627.13) | ooy |y s : 38 « If the patient iIs named as a partner to an early syphilis case, and
County HD) for traditional Treponemal Pallidum Particle Agglutination Assay (TPPA) ?atme O | 1cs | 1s20003% | Na | 2530168 | s2(e1) | 31 | 115075 25 11) ES; iﬂ;ﬁ : - either the non-treponemal test or the treponemal test is non-reactive,
testing confirmation testing processes to verify the reliability of the POC test. Rkl 3%) | 11.26] the patient should be prophylactically treated
Follow-up | 15 | 14(B7.5%) NA 17(1.068) | 2(13) 1 2(6,1,1) 7(5) | 15{1.07) 0 4 | _ |
= Number of Patemts mterviewe? « If a patient presents with primary symptoms and the non-treponemal
If there was a discordant result between the SHC and the RPR, sites were allowed to Coapmeta it < Nomboraf oo et o et oo beine o edatest test is non-reactive, a SHC may be conducted. A darkfield on a
make a clinical decision with their patient. Once the site received their treponemal test E:E:E[EEZ:EEZZ'JE:ﬁ::i{iﬂﬁﬂf;iﬁ:l?:ﬁﬁiﬁi‘;iﬁi EﬂfﬁfﬁﬂﬂﬁEﬁﬁlﬁ“ﬁ;ﬁfﬁmﬁE:Efﬂi"ﬁmmmgdiﬁm specimen collected from a suspected primary lesion should be
result, it was logged in and all results were submitted to DSHS for further evaluation. If DIl = Disease Intervention Index ~the number of cases in which at east ane partner was dispositioned asa"C” ar an "A" conducted and treatment decisions should be made based on
. . - Tx Index = Treatment Index—the number of partners or sus whao weretrested per case . .
there was a discordant result between the SHC and the TPPA, siteS Were iNStrUCtEA tO | sugect o= the number afsuspectswhowers Hentihed ssamew caseand brohtts resmert symptom history and darkfield results
N suspect A=the number of suspects whao tested nesstive and were trested prophylactically for the onset of incubating dise ase _ _ _
:?Ifc())rrens]czﬁtl_l'l'sr:tiﬁ:rrr:glrfr:/tlebt:de Iitl;s()errf?ig:: (aFn_Ic_);\thBtéiponemal test, such as the *87.3% when excluding persons treated prior to clinic visit « Sites will not be required to conduct secondary treponemal test (e.g.
P y P ' TPPA or FTA-ABS) following a reactive SHC

Table 1: Comparison of ariginal interview outcomes (same-day vs. another day)

« Sites may follow their current processes for ordering secondary

Testing logs were submitted to DSHS staff where the data was entered into a I | Th nk . . .
. . . . . treponemal tests, per the guidance of their local laboratory director

spreadsheet to evaluate different benefits to implementing the SHC testing technology. Spec d anks to P P J Y
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