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* Employee, Alberta Precision Laboratories (APL)

* Member, College of Physicians and Surgeons of Alberta Laboratory Advisory
Committee

 Member, CLS| POCT Expert Panel

« Honorarium from Nova Biomedical for a webinar on POCT in EMS (March 2023)
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* Provincial syphilis outbreak in 2016 and 2019

* Significant proportion of diagnosed cases:
» Heterosexual persons engaging in illicit drug use
» Congenital syphilis: Indigenous women without prenatal care

« Recommendation for POCT & screening in
non-traditional care settings for people at risk for being
lost to follow-up

Singh et al. Off J Assoc Med Microbiol Infect Dis Canada (2019) 4.4., 215.
Gratrix et al. CCDR (2022) 48, 61.
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AUDIENCE POLL

Do you oversee and/or support syphilis POCT?

A.Yes
B.No

What is your main barrier to introducing syphilis
POCT?

Syphilis is not a problem in my region
3559

Required expertise is unavailable
Commercial test kit is unavailable
Other

mmOOw

Ramon Casa (1900)



Alberta’s Barrier )
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PoSH Study

Point of Care Tests for Syphilis and HIV
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Contents lists available at ScienceDirect

Clinical Microbiology and Infection

AUQUSt 2020 — February 2022 FLSEVIER atRal Domapsges waioliloalnloroniicasandinteption oom

Original article

Sensitivity and specificity of two investigational Point of care tests for
Syphilis and HIV (PoSH Study) for the diagnosis and treatment of

1 526 total V|S|tS infectious syphilis in Canada: a cross-sectional study

Ameeta E. Singh “?", Noel Ives 2, Jennifer Gratrix >, Carla Vetland *, Leslie Ferron ?,
Megan Crawford °, Lisa Hale-Balla °, Kathryn Dong ’, Garret Meyer 2, Petra Smyczek %2,
Rick Galli , Sean B. Rourke %, Kevin Fonseca °, on behalf of the PoSH Study Team (Rabia
Ahmed, Sheila Braun, Nicole Cardinal, Jenny Doherty, Rebecca Rosenblum, Tom Wong,
Wadieh Yacoub)

"
5 S Ite S n Department of Medicine, University of Alberta, Edmonton, Alberta, Canada

*) Edmonton STI Clinic. Edmonton, Alberta, Canada
) Sexually Transmitted Infections Services, Aberta Health Services, Edmonton, Alberta)
4) Health Systems Knowledge and Evaluation, Provincial Clinical Excellence, Calgary, A
*) Northeast Community Healith Centre, Edmonton, Alberta, Canada

©) Saddle Lake Heaith Centre, Saddie Lake, Alberta, Canada

7) pepartment of Emergency Medicine, University of Alberta, Edmonton, Alberta, Cana
#) MAP Centre for Urban Health Solutions, St. Michael's Hospital {Unity Health Torontd
%) Provincial Laboratory for Public Health, Alberta Precision Laboratories, Calgary, Albe|

Patients 216 yrs receiving HIV and/or
syphilis screening
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PoSH Study
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* POCT during visit
2 different kits
» <5 mins testing time

« Health Canada Investigational Testing Authorization
approval

mark for Syphilis by self declaration
Intended for single use determination of HIV-1 [ HIV-2 |
syphilis antibodies in whole blood, serum or EDTA plasma.

» Serology testing within 7 days of POCT

Alcohol
Pad
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* Manual, visually read, flowthrough T —
Immuno-assay

» Detects anti-HIV-1/HIV-2 and anti-T. pallidum
IgG and/or IgM antibodies

* Fingerstick capillary blood

o Addition of 3 different solutions to membrane
kit

Alcohol
Pad

Confederacién Latinoamericana
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How Does It Work?

* Manual, visually read, flowthrough
immuno-assay

» Detects anti-HIV-1/HIV-2 and anti-T. pallidum
IgG and/or IgM antibodies

* Fingerstick capillary blood

o Addition of 3 different solutions to membrane
kit

* Interpretation of 3 different dots (presence/
absence)
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1. Control Test Area:

Solid blue dot
2. Syphilis Test Area: o Cont':ql: Valld. s
o e et = Syphilis: Positive
= HIV: Negative
3. HIV Test Area: —
No blue dot

First name, Last name
18040808080

1. Control Test Area:
No blue dot

= Control: Invalid
= Syphilis: Invalid
« HIV: Invalid

2. Syphilis Test Area: —————
No blue dot

3. HIV Test Area: R

First name, Last name
1#0#0#0#0#0
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» Determined sensitivity, specificity, positive predictive value, and negative
predictive value for HIV and syphilis for both POCT test kits

 Treated 85% (n=172) of participants with infectious syphilis on same day as
positive POCT result

* Linked or relinked to care 100% (n=24) of participants with HIV

Singh et al. Clin Microbiol Infect (2023) 29, 940.e1.
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***March 23, 2023*** CLINICAL EVALUATION

Syphilis
The clinical evaluation conducted _ the performance of the test from fingerstick whole
blood specimens with standard . Of the 1500 participants with eligible HIV POCT results,

559%weremenw|hﬂwmajodty(42.2%)betwoon26—35yeam. 12 were pregnant and the majority
(85.1%) of tests were conducted in a correctional facility. Of the 1508 participants with eligible syphilis
POCT results, 55.9% were men with the majority (42.2%) between 26-35 years, 12 were pregnant and
the majority (85.0%) were conducted in a correctional facility. In summary, the test performance on
completed POCT reveals a PPA of 100.0%, and NPA of 99.7% for HIV (1498 completed POCT) and a
PPA of 74.3% and NPA of 99.8% for syphilis (with any RPR value) when compared to serology (1494
completed POCT). The INSTI Multiplex has the greatest PPA to those who have RPR dilutions greater
than or equal to 8 dilutions; a RPR titre of > 8 dilutions is generally considered to be a marker for an
infectious case. The PPA, NPA, PPV, and NPVofthQMQresummadzed in below table 1 for primary

analysis.
mark for Syphilis by self declaration

i i i Table 1 Primaly- Test Performance Calculations
Intended for single use determination of HIV-1 [ HIV-2 | ,

syphilis antibodies in whole blood, serum or EDTA plasma.

Syphilis

HIV

PPA (%) NPA (%)
Contents mc il (99 Ol)
1 Alcohol Swab
1 Package Insert parkd b S
100.0% . H
(85.1%-100.0%) (99 2%999 9%) (63.3%-91.8%) »
A 100.0%)
HIV
Ty o it N=22 N=1476 N=27 N=1471
i Consult Insructions for Usel 22/(22+0) 1471/(1471+5) 22/(22+5) 1471/(0+1471)
X, R22  Harmiul i swallowed. 51 90-1028 74.3% 99.8% 99.5% 87.6%
Nt L (70.4%-77.8%) (99.3%-99.9%) (98.2%-99.9%) (88.6%-89.4%)
Syphilis
N=529 =395 N=1099
393/(393+2
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' vouains G/ * 18 community sites + 1 ED + 2 outreach groups
*thLvel 2 (‘:’:{?\j/’f}'
: | Birch ' :Z .
| i %%@, * | * Collaboration between:
o K % o + APL POCT QOO fLEERTA prEctsio
R oA » APL Public Health Laboratory Leaders in Laboraory Meclcine
:: s e Lo & 8 « AHS STI Cenfcrallzed Services ... Alberta Health
: o R= * AHS Information Technology B Services
N
3

 Led by multidisciplinary steering committee (SHACC)

* 11 months of preparatory work

S srcine [N

* Partner Notlflcatlon Nurse *

*EX a i e Go-live starting December 2023
W -3 unneosr:‘rg g
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Recommended for persons 214 years with unknown syphilis status or who have
previously tested negative and have 1 of following indications:

* Pregnant person with unknown syphilis status

* Pregnant with ongoing risk factors & negative syphilis test in current pregnancy
* Person at risk for syphilis and/or HIV infection and at risk of loss to follow-up

« Recent contact with a person with suspected syphilis and/or HIV infection

* Person with syphilis and/or HIV in the differential diagnosis

‘COLABIOCL CI\B www.congresocolabiocli.com
Confederacién Latinoamericana o

de Bioquimica Clinica Colegio Nacional de Bacteriologia



8

Yo
CONGRESO LATINOAMERICANO

v/ 1 DE BIOQUIMICA CLINICA

CONGRESO INTERNACIONAL DEL
COLEGIO NACIONAL DE BACTERIOLOGIA

1€l riesgo os dque to quieras quoda

Nni

cal Care Pathways

Cartagena, Colombia 3 al 6 OCTUBRE 2024

Syphilis

HI

( A (-
Exclusion Criteria for g P
INSTI Muttiplex Syphilis/HIV Test: Exclusion Criteria for
Offer INSTI Multiplex Syphilis/ HIV INSTI Muitiplex Syphilis/HIV Test:
* persons known to be HI\_/ positive wha_e only HIV testing Test plus standard lab testing to: o .
required; the HIV test will remain positive for life P T L . persqnsd kn::/;;lt,t/) be Hlyﬂposxye whqg only I:thesrmg Offer INSTI Multiplex Syphilis/ HIV
* persons whose HIV status is unknown and only HIV testng, or required; t testwill remain positive for ife Test plus standard lab testing to:
testing required (e.g. biood and body fiuid exposures); § iEci . ! -
e INSTI HIV =<t con be ordered n these situotions -5 :S:::v :;:‘s't: :I mlfsz:tm * persons whose HIV status is unknown and only HIV Pregnant person with no prenatal HIV
o CienaE Dossz;*/ A testing required (e.g. biood and body fluid exposures); testing, or
* persons known to be previously syphilis positive on serologic the INSTI HiV test can be ordered in these situation: .
testing where only syphilis testing required; or At SESESC AN 2;" ésv":t rosrk for HIV and Tkey losto
the sy phills test wit femaan positive for ie ®  Personwith syphils symptoms. « persons known to be previously syphilis positive on serologic Comactz’f s
Submit samples for standard lab serology testing. testing where only syphilis testing required; FIcEi " J
the syphilis test will remain positive for life
- D 3 2
jl Submit samples for standard lab serology testing.
{ [ { ( .
SYPHILIS SYPHILIS SYPHILIS INVALID ¢ v
POSITIVE INDETERMINATE NEGATIVE TEST
if recent contact HIV POSITIVE HIV
( J 10 KECCIDE YroNs OR INDETERMINATE NEGATIVE
~ i and/or have symptoms INVALID
\ 7 suggestive of syphils. This result shouid be This result should be i
INSTI Multiplex Syphilis/HIV considered preliminary and considered preliminary
e - —_— ka"m"’“uig "M"er must be confirmed wth standard Iaboratory and patient should be counselled on Repea test once.
EVIEN S/l ';::;:;’gv s Repea testonce. treatment. HIV testing to rule out the
afalse positive. window period.
J & =
TR ¥ N\
@ N
Compl o il e Review HIV serology resultswhen availble.
a. Symptom inquiry (sores rashes, lesions,
neurological ymptoms) 3
b. Previoushistory of syphils and/or b 4
treatment (or last negatve EIA) CoRmien mktuzov
¢. Sexual exposures Notification of STI Wt v ology Non-Urgent Medical Situation Advise patient on:
(inciuding contact to syphilis) form (eg 3,6 12months URGENT e .
- for infectious syphilis) Medical Situati ¢ Inform client on how confirmatory test * timing for next teting,
d. Confrm HIV satus {:] on t |
m o i : resultswill be communicaed to them. if required.
e Medication allergies and reaction ;@‘;c‘;'iﬁ‘ﬁ « Provide additional resources on HIV. o HIV risk reduction srategies
2 (Fotwo:enom)er pregnancy test it v u n_wmmmecwmm (eg. condoms, HNV PEP and PrEP.)
tEECr ST if required.
A5 J

AHS STI Centralized Services. Rapid Syphilis/HIV Point of Care Testing and Treatment in Acute Care and Community Sites: Guide to Good Clinical Practices. February 15/2024




Clinical Care Pathways

[

[ [

SYPHILIS
INDETERMINATE

I‘.

available.

Review syphilis serology resufts when

SYPHILIS INVALID
NEGATIVE TEST
|
v
Repea test once.

-------------
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if recent contact
to infectious syphils
and/or have symptoms
suggestive of syphils.

INSTI Multiplex Syphilis/HIV
Test is not required to offer
treatment.

AHS STI Centralized Services. Rapid Syphilis/HIV Point of Care Testing and Treatment in Acute Care and Community Sites: Guide to Good Clinical Practices. February 15/2024
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Automatic transmission

g to other Epic modules
Manual result Automatic 3 ——
entry into |—{ transmission Positive HIV Nptlflcatlpn of local
AegisPOC to Epic Beaker Medical Officer of Health
| Positive Syph Notification of AHS STI

Centralized Services
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CSN:  AC403323013554 PMRN: 3091467323

Last Name: TEST TEST ClND
DOB: 01/01/1997 SexX: | Female v
Physician: -Unknown- v

Location: pATIENT SER

EDIT PATIENT

| Facility: Manual Test v
:Station: MT Entry v
:Instrument: M-HIV Syphilis g

:Datemmei 05/01/202 | 08:15:0(

| ot MT-HIV Syphilis LOT v

Result Information

Analyzed by: JORDYNSTOLEE

Sample Type: Capillary v

Syphilis:  Positive

|
|
|
|
|
I HIV (Antibodies): Positive
|
|
|
|
lindication for testing:  Contact of known positive
|




|® Syphilis and HIV POCT | Order: 959229733

—_— s e e e e e e e o e ol

Status: Final result  Visible to patient: No (not released)

0 Result Notes

(D nNewer results are avallable, Click to view them now,

Component 09:00
B R & s .
'L‘"_‘W_"‘l’gc‘_ 1 |_ _Positive:!

CO"‘""ME.ES"SL 52 ,F.I‘L i_apd 2 SerclogQy xeport for the final MIV seroloqy L‘!.QIL’ u

ISWN'B poCT | Positive!

| Commentt. positive rapid Syphilis result in an untreated individual indicates treatment 18 required. Refer to the Suspected Syphilis |
| ordex/amart set for guidance. 1

Resulting Agency POCT LAB
MNarratiye -~~~ ~ ~ ~ ~ ~~—~—~—-—-—-—=—=—=—=—=—=—====™="% Performed by: POCT LAB
ruco: tectorsed seize <o N
|

Speamen Collected: 1971272023 0900 | Last Resulted: 1971272023 09'27 I
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e Initial training: e-learning module + quiz + testing of 2 QC levels + training
checklist

 Annual competency: 6 patient tests OR initial training written components
* QC testing: 3 QC levels monthly or with each new shipment

* Proficiency testing: not available

e Patient comparisons: no requirements yet

* New lot validations: performed by APL Public Health Laboratory

e Documents: developed and maintained by APL POCT

e Other: monthly QA reports, yearly audits
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Where Are We Now?

» 433 tests performed since December 2023

45 positive syphilis tests (10% positivity rate)
« 28 treated same day (62%)

4 positive HIV tests
» Good compliance with training and QC requirements

 Currently troubleshooting unusual test kit performance
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iGracias!
Thank you!
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