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START -/- .
STOP. Report to participant as sample 1 __,, STOP. Report to participant as

HIV-infected 2 different - HIV-uninfected
A rapid tests A

Discordant/requires
additional testing.
Notify The MTN Network Laboratory

Sample 1
WB

Sample 2
2 different
rapid tests

Repeat testing, beginning at “START” in
approximately one month.
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HIV Tlesting at Screening

Start with twe) different concurrent rapid tests:
s I both tests negative = uninfected = eligible
n I both tests pesitive = Infected = not eligikle

s I one test negative and one test positinve = \WB
and notiiy the MITIN-NILE for thelr awareness

IT WB negative = uninfected = eligible
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HIV Tlesting at Screening

Start with twe) different concurrent rapid tests:
s I both tests negative = uninfected = eligible
n I both tests pesitive = Infected = not eligikle
s I one test negative and one test positive = \WB
IT WB negative = uninfected = eligible
IT WB positive = Infected = not eligible
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HIV Tlesting at Screening

Start with twe) different concurrent rapid tests:
s I both tests negative = uninfected = eligible
n I both tests pesitive = Infected = not eligikle
s I one test negative and one test positive = \WB
IT WB negative = uninfected = eligible
IT WB positive = Infected = not eligible

IiF WEB Indeternminate = status unclear = not
currently eligible = repeat testing frem
peginning of algoerithm 1R ene month
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=1V Testing) During Foliow-Up

START
Sample 1
rapid test

STOP. Report to participant as
HIV-uninfected
A

Requires
additional testing.

Sample 1 [ Sample 1
WB “| HIV viral load

Consult the MTN
Network Laboratory
for further testing and follow up

Sample 2
WB

+

STOP. HIV infection confirmed
Report to participant as
HIV-infected




HIV Tresting During Follew-Up

Start wWith rapid test(s)

I all rapid tests negative,; repoert as uninfected,
no further testing required
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HIV Tresting During Follew-Up

Start wWith rapid test(s)

I one or moere rapid tests positive, report as
requiring additional testing, reguest WEB (sample 1)

s Ifisample 1 WB positive = report as infected,
collect sample 2'and reqguest \WB

I sample 2 WB pesitive = sereconversion
confirmed, ne further testing reguired
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HIV Tresting During Follew-Up

Start wWith rapid test(s)

I one or moere rapid tests positive, report as
requiring additional testing, reguest WEB (sample 1)

s Ifisample 1 WB positive = report as infected,
collect sample 2'and reqguest \WB

It sample 2 WEB negative or determinate =
status unknewn, consult MTN NL
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WB “| HIV viral load

Consult the MTN
Network Laboratory
for further testing and follow up

Sample 2
WB

+

STOP. HIV infection confirmed
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HIV Tresting During Follew-Up

Start wWith rapid test(s)

I one or moere rapid tests positive, report as
requiring additional testing, reguest WEB (sample 1)

n [RWERegativer ok mdeterminate = HIV RNAPCR

I PCR negative, 1.e., result Is below the limit
ol detection for the test, report as uninfected,
no further testingl reguired



AV e

Consult the MTN
Network Laboratory
for further testing and follow up

estingl Durng Follew-Up

START
Sample 1
rapid test

Requires
additional testing.

Sample 1

STOP. Report to participant as
HIV-uninfected
A

Sample 1

WB

Sample 2

HIV viral load

WB

+

STOP. HIV infection confirmed
Report to participant as
HIV-infected




HIV Tlesting During Follew-Up

Perferm rapid test(s)

I one or moere rapid tests positive, report as
requiring additional testing, reguest WEB (sample 1)

n [RWERegativer or mdeterminate = HIV RNAPCR

I PCR poesitive, 1.e., any detectable amoeunt of
HIV, report as requiring adartienal testing,
collect sample 2 and reguest \WB

n If sample 2 WB poesitivVe = SeroconVversion
confirmed, no further testing required

s [ sample 2 WB indeterminate = status
unknoewn, consult MTN NI



Precedures; for (Possible) Seroconverters

*** currently under review ***

PEer protecol Section 7.5.3, additional precedures
must e performed while serecenversion IS Being
confirmed:

CD4 cell count
HINV RNAPCR

Plasma archive for confirmatory HIV testing at
the MITINFNLE

FDIVIC AliCINIVE
All done when blood Is collected [each
sample] fer Sample 2



Sample 2 Tips and Reminders

Collect sample 2 at visit When participanit
receives her sample 1 WB and PCR! results

Collect approximately off whele bleed
*** currently under review ***

In the lak, aliguot bloedi needed for WEB, HIV
RINA PCR, and CP4 cell counit firem one tulbe

Then process all remaining bleed for plasma
archive



Procedures for Seroconverters

Per protocel Section 7.6.1, seroconverters will be
offeredi the option to continue fellovw-up until thelr
origimally secheduled study exit date

Eor these whoe continue: fellew-up; all precedures
continue except:

x HIV serelogy

s Provision ofi study preduct and other preduct-
related procedures

HIN/ST I risk reduction counseling willi lbe modified
te address primary and secondary prevention for
Infected wemen



Procedures for Seroconverters
*** currently under review ***

Per protocel Section 7.6.1, seroconverters will be
offfered enroeliment 1R MITN-015

Participanits Wiho delay or decline enreliment in
MTIN=OAS undergo the fellewing as part of VOICE:

a CZ cell count;, HINV RNA PCR; plasma archive,

NMDAAN AvAala:
I IOAVIAND, GUINUI IIVC

At Months 1, 3, 6, and g6 months post-
SErecORVErsIon

Plasiigiamnur=mvies WIS SHIPPEC eI HIHE
MTN NL for resistance testing, testing of
DE and ENC levels, and Ieng-term archnve
and pessikble future research testing



Procedures for Seroconverters

Eor the above-listed “post-Serocenversion:
procedures, the date of seroconversion Is the
specimen collection date ofi Sample 1

m IS SetsTamevw sched Ui calendars el these
PHECECRES

n Bl alifether VOICE VISIES and precealies
remain on the VOICE monithly: visit schedule

I Monthl 1 poest-sereconversion has passed by the
time sereconversion Is confirmed, the Moenth 1
procedures may be emitted



VWhat Are
Your QUestions?
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