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HIV TRANSMISSIONS

UNITED STATES  Status -2016

Percentage of
People with HIV

15%
23%

DON’T KNOW

KNOW, BUT
NOT IN CARE

NOT VIRALLY
SUPPRESSED

VIRALLY
SUPPRESSED

11%

51%

Accounts for
Percentage
of New
Transmissions

38%
43%

20%

0%

Source: CDC Vital Signs, 2019
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NEW JERSEY - Age > 13 - 2014
p Value

Number EAPC
Estimated HIV
incidence
Estimated HIV
prevalence

Est Pct living with
undiagnosed HIV

Infection

1,100 -3.5 0.11

39,200 0.9 0.19

EAPC: Estimated Annual Percentage Change

Source: Johnson AS, Song R, Hall HI. State-Level
Estimates of HIV Incidence, Prevalence, and
Undiagnosed Infections. CROI. Seattle, WA,
March 4-5, 20109.
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LOW RISK
PERCEPTION

FEAR OF A
POSITIVE
RESILILT

ACCESS TO
HEALTH

BARRIERS TO TESTING SERVICES

MARGINALIZ
ATION

DELAY!
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First Step along the Continuum of Care

DIAGNOSTICS

@:®-
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Background

A sequential, two-step, rapid testing algorithm (RTA) eliminates
confirmatory delay and improves linkage processes by reducing
false positive referrals.

The bulk of RTA discordant specimens are processed centrally
through our Somerset offices.

In use since 2009, the NJ-RTA was modified in 2015 after statewide
adoption of Determine HIV-1/2 Ag/Ab Combo (DC) as the initial
rapid screening test. This allowed immediate, on-site verification of
initial antibody results and expedited linkage into care. We report
here a summary of DC screening test results observed since 2015.

We require thatall sites that receive rapid HIV devices utilize a
‘Preliminary Positive Tracking Form’ to allow outcome tracking for
initial DC screens reactive for either p24Ag+, HIV1/2 Ab+ or both.



Overview: NJ HIV Screening Locations
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Centralized Discordant Handling

NJ HIV PRELIMINARY POSITIVE TRACKING
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If NEG, ——
Results within 20-
30 minutes

I?/:/%&%EAEI)T How often is the
. initial DC screen

T CDC HIV DIAGNOSTIC
) ALGORITHM with wrong (?)
S NAAT
T
'ﬁ How many
> CONFIRMED How often do both True Positives
©] “PRESUMPTIVE rapid tests ‘Confirm’ are missed by
\ POSITIVE” Infection? the second
K 2 rapid (?)

LINKED TO CARE
> - > DIAGNOSTIC &
STAGING WORKUP

¥

How often is p24Ag+ observed?

s it confirmed at the linkage
site?
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Factors Impacting Rapid Test Results

 In a RAPID TEST setting.. Little things DO matter!
 Who tests
 How they test

 How the devices are handled
(temperature/timing/expiration dates)

« How thoroughly operators are trained
 What they-understand about the test and its limits
 Internal or external pressures that operate on testers




MY Psitve Tracing Fom T P Tracking Discordants: Case Study D17-18

o First Rapid HIV Test Result
Client ID #__NJDHS30024 Dats :__ 05-12-2017

B Site # 1 — Initial Rapid HIV Screen Results —
First Teat Site Counaslor Name: _Brian R Robles Firat Teat Sits Counsslor Numbar: 5921 .
— Determine Combo

First Rapid HIV Test Type: Determine O INSTI O Other

Result: Positive HIV 1/2 Antibody® Paositive HIV Antigen (Datermine ONLY) O

Spe 'marl_k:iu:la ons): O Oral Fingeratick J Teat Kit Lot Number: 161027 eTeSt 1 Reagent Lot #

P & ANTIGEN OMLY (Defermine). Mo rapid tests can validate this result. Collect discordant work-up
samples for confirmation, call NJHIV support for assistance and REFER client to care IMMEDIATELY. This may
represent an acute HIV case; confirmation may take 7-10 days. ENTER CONFIRMATORY RESULTS BELOW.

is form MUST ACCOMPANY the patient to
treatment site. The form must be returned to the

129017 SECOND Rapid HIV Test Resut , : Site # 2 - S.e.COhd.Rapld HIV S(::I’een Results
NOT GONE BECAUSE. Gt Weked OUT ) Detormined fo bs KNOWN P0S [ ALREADY IN CARE 0| 5 i __= Usua”y Tr|n|ty Unlgold’ OccaSIOna”y

Enter sits information OMLY if Second Test Site ls different from First Test Site: O] RIR

Seené e S Nambor._537 3 P —— Orasure Oraquick

Second Test Site Counsslor Numbar: | it | Second Test Site Counsalor Name:

. Fin:mtil:!‘. Ié:‘\l'ani I.ILI!I:‘:JFH T’i:l:'lrlfﬁ:tﬁﬁ NF-I I 6Test 2 Reagent I—Ot #

[Jcheck One[] Both Tes ] : )
EICuchiakon e Rosul Fom with chentnenafon malled b Survllance € NJ HIV picks up and refers specimen to reference lab
B e e (Quest) for
pick-up. Process collected tubes according to instructions - Fr i 13

[ Socond Tt Not Dons: Giet refused - ' i Parner CDC Laboratory based 4™ gen screening PLUS an HIV
Gliant Referral to Treatment: Fax to 732-235-8012 when appointment information iz completed quantltatlve V”-al |Oad Or We recelve data from non_RWJ

Date chent referred to freatment:

U —— laboratory that follows on their own
Patient Mavigated By: S
COMNFIRMATORY Laboratory Results or DISCORDANT Laboratory Results: 6 |_|nkage inf()rmati()n W|th

Sent to Laboratory: O Blood drawn for antigen confirmation
4® gen Reflex: POS O NEG; Biorad MuliSpot O HIV-1 O HIV-2 O HEG_ . .

Cmgtaive Vra Lo O e et € Laboratory data if being reported to us
Fi .TE numb =il 2 b confimation fo: (732) 235912

Seciion 2.3.1 FORM NJ-HIV 1-31-2017
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 We order two tests to resolve a discordant result: A reflex (RFL) lab-
based HIV combo screen AND a quantitative viral load assay
looking for HIV-1 RNA. Provides internal check on the reference
laboratory and gives us hints within a couple of days (IF POSITIVE).

* HIV-1 RNA,QN,RT-PCR
 HIV 1/2 AG/AB, 4TH GEN RFL - Laboratory-based HIV screen
(More Sensitive than any rapid test)

« Should also be reactive if truly positive. Sensitive to both HIV p24 Ag AND
HIV1/2 Ab.

- If reactive > a REFLEX TEST: HIV1/2 AB DIF,SUPPLEM USE is performed to
confirm the presence of HIV antibodies

 If the confirmatory, differentiation assay is negative, the process moves to the
only FDA approved diagnostic RNA asssay: HIV-1 RNA,QL TMA.
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Tracking Follow-up on an RTA Discordant Result

OC COMPLAINT
RANGE: 2003-2013
START BELOM 0.002%-0.14%

RTA Lot & -
DISCOR Initial Ref lab: MS
DANT *~ HIV 12 Lot & - Alere TF Complai-= Alere TS (MaltiZpor®
Discordant l orH ™ Clieat ID ™ | Date of ™ Site Scree  [Second Az ™ Casel| ¥ Rate | ¥ Resolution * | Screen ™ Product | ™ - ElA v

Di7-01 MJOHT10343 1201202006 | St Joseph 160721 ND 353976 MO - RTA Dietermine FF DC Ag EIA 4th gen -
Oi7-02 MJOHEZ6456 WH2N7 | Complete Care 160721 F141013 353583 FRFR Dieterminednigold SET A EIA 4th gen -
Di7-03 MNJOHEE4 72 27 | SJFMC-SalemiCooper EIP 160619 BE437343 9532932 0022 no CARA RzFR Dietermine! Oraluick) FEORT A EIA 4th gen -
Di7-04 MJDOHD32085 MEENMT | CGEEIEECHC 160605 F2ronos B34 00455 no CAFA FzF DietermineflInigold ST A EIA 4th gen -
Di7-05 MNJDOHD32056 WE2my | CGEIEECHC 160605 F125056 A5334E 00455 no CAFA Determinefnigald SEET A EIA 4th gen -
Di7-0g MJOHEHEES Myt |EIP 160202 161027 A9IET 000600228 no CAFA - Dietermine FP DC Ag EIA 4th gen -
D7-07rept MNJDH4TER22 2127 | Rutgers D Clinic 160202 ND 9973954 0006 no CARA - Dictermine FP DC Ag EIA 4th gen -
Di7-03 MNJOHSE?TEY JMEIZ017 | Complete Care 1BI0E7 141013 993352 0022w no CAFA DietermineflInigold LAk EIA 4th gen -

=|=|=]|=|=|=|=]|=

5 (3|5|5/5(5(8(3(8
5 (3/5(55(3(8/5(8

Fa49004 953987 0022 no CAPA
MJOHE20771 | srm2o17 | Chandler Heath S 161027 FR DieterminedUnigald FEOCAE <20 |E1A 4th gen -
Hobaoken Family Flanning-
MLJOHES3020 41002017 | Unian CitylJCRC 1E040E F262003 FRzF DieterminetUnigold FELC A%
MNJOHE45153 4H202017 | 2ufall Health Center-Dowver 161214 F2E7008 334008 0011 no CAFA FF DieterminefUnigald FELC Ak
MJOHE12042 angizorr | Camden AHECICooper EIP 161027 EE49343 234014 00225 no CAFA DeterminedOraCluick] SR A
RLJOH4 74564 4512017 | Catholic Charities - Union 1B0E1S E2&700%8 953984 FFR DieterminefUnigold FP DC Ab
FLJOHSS194 42602007 | Mewark STD 161027 F1a0067 294016 0022 no CAFA FF Dietermine!Unigold SELRT A
MJOHS44001 42602017 | Trinitaz 1B1027 F1z26056 934019 00225 no CAFA FF CieterminefUnigold SR AN
LJOHEES095 dzmy | YMA 161214 F28700% nta true positive true positive  [RR Dietermine/Unigald TP OC Ab DETECTED
MLJOHE45223 Bif2017 | Zukall Health Center-Diover 161214 F2a7008 254030 00113 no CARA FFR DieterminefUnigold SELT AN
MNJOHS40024 sHzi2017 | JCMC-RwWJEH 1B1027 F2a7008 nia true positive trug positive Dietermine/Unigold TP DC Ab DETECTED
MJOHEIEIES EArie0lT [Buddies of PLT 170123 F1a00&T 9534033 00205 no CAP A FF Dietermine!Unigold SER Ak

Di7-09

-

Di7-10 953995 0036 na CAPS

ony-11
onv-12
CH7-13rept
O17-14
O17-15
On7-16
on7-17

Di7-12
Di7-19

<20 EIA 4th gen -
<20 EIA 4th gen -
<20 EIA 4th gen -
HD EIA 4th gen -
<20 EIA 4th gen -
<20 EIA 4th gen -
15125 E1A 4tk gen +
<20 EIA 4th gen -
273.228| E1A 4tk gen +
<20 EIA 4th gen -

B|5(5|3(8| 8
B|5(5(5(8| 8
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MLJOHSE641 Bf2m7?  |MRSC - A Team 70223 Fazenl? 98050 0.0tz na LAFA RR DieterminedUnigold AL AL DETECTED

MJOHEZ34 36 g2y |PROJECT 170123 F1a0062 254058 00208 no CARA FzF DieterminefUnigold SELT AN
MJOHSE4504 Giel2y | CGEIEBCHC Tz F342019 294061 0.020% na CAFA DeterminedUnigald FELRT AN
MJOHGEI2EE Grarzoy | RUTGERS STOF 1r0i23 F2roo0g S94063 00205 no CAFA FF CieterminefUnigold SR AN
MJOHSE 140 EN32017 | Complete Care 170123 Fi41012 Q594067 00208 no CAFA, FFR DieterminetUnigold SELT A
MJOHET?1923 Ef2002017 | Hyacinth Mewark 1r0223 Fa342109 234081 00123 no CARA FFR DieterminefUnigold SELT AN
FLJOHG0E32E 24207 | Joseph's 1E0E0S ND 993353 D04 no CARS MOM - RTA Dietermine SRR
MJOHE5EE1 EIZTIZ017 | Joseph's 161214 F343004 354072 true positive | true positive RIOR - RTA CieterminefUnigold TRUE POS
MJOHET4E1E THOIZ07 | Atlantic County HO 1r0i2s Fa42019 254024 00208 no CAP A, FFR DieterminetUnigold SELT A
RLJOHS44 344 ATty | Atlantic County HD 1B1027 F2roo0g 993986 00225 no CAPA FF Dietermine!Unigold SRS
FLJOHG4 2325 2vi20ly? | Cooper University Hospital 1B1027 EE49343 234091 0022 no CAFA FF DieterminetOraGuick) SISO AN
MJOHS72001 F22017 [ Hyacinth Mewark 170223 H132002 934101 0.012% no CAF A RR DeterminedUnigold SRR AN
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Questions:

1. How often did we observe free p24Ag+?
 How often do they subsequently confirm?

2. How often do both rapid tests ‘Confirm’ an Infection?

3. When the second rapid fails to confirm, how often is it falsely
negative? Or, how often is the initial screen result a false positive?

4. How long does it take to resolve a ‘discordant’?
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310,785 How often is the

RTA discordant
screen result

2400 Preliminary Positive Screens correct (92.9%)
_ DISCORDANT 182 Initial False
196 Discordant Screens WORKUP: &> DC
CDC HIV DIAGNOSTIC - Positive
ALGORITHM with
NAAT Screens

| CONFIRMED e
= “PRESUMPTIVE rapid tests ‘Confirm’

POSITIVE” Infection?
L hV4
2204 Presumptive
T
DIAGNOSTIC &
> | > STAGING WORKUP

Add a footer " " 4/1/2019 15

(€T) +bY ¥2d




But what about the 14 true HIV infections?

e Average quantitative HIV-1 viral load of positive discordant specimens: 277,385 copies/mL

e Several: 5/14 (35.7%) had viral loads <1000 copies/mL.

* Among 2191 “confirmed positives” identified by the RTA:

* Three false (3) positive RTAs were subsequently reported (both rapid tests being positive
while the subsequent HIV-1/2 Ag/Ab assay and quantitative HIV-1 viral load were negative).

* Fingerstick DC Ag detection identified a SINGLE INSTANCE of an early infection detected by

Determin Combo in >300,000 tests throughout New Jersey. Many true positive discordant
cases are associated with viral loads <1000.
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CONCLUSIONS:

« By using a rapid test algorithm to insure credible referrals
and developing a collaborative network to expedite care
and treatment, NJ has achieved the first 90 in the care
continuum.

* The RTA has allowed us to tailor a counseling message that
fits the realities of our state and the outcomes we have
observed

« The RTA setsthe groundwork for expedited
and presents significant opportunities as
POC NAT devices become available.
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Thanks for your time and attention

Eugene Martin, Ph.D.
Co-Director NJ HIV, PI - DHSTS grant

Gratian Salaru, MD
Co-Director NJ HIV', PT - DMHAS MOA
Parisa Javidian, MD - BLD
Tom Kirn, MD, Ph.D.

Joanne Corbo, MT (ASCP), MBA
Rapid HIV Program Manager

Latasha Adams BS,MT

Moeen Ahmed BS,MT

Aida Gilanchi, BS,MT

Nisha Intwala, BS,MT (ASCP)
Franchesca Jackson, BS

DAS Mobile HIV Counselor
Marianela Moreno

Administration:
Lisa May
Karen Williams
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