Self-Conducted HIV tests:
Improving HIV Testing Options
In Key Populations

MSM in Mpumalanga Province, RSA
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Among HIV positive men, 62.2% were not aware of their serostatus*
Mpumalanga MSM 2014: 62% Gert Sibande, 85% Ehlanzeni unaware of

status**

*Shisana, O, Rehle, T, Simbayi LC, et al.. (2014) South African National HIV Prevalence, Incidence and Behaviour

Survey, 2012.
**Lane, T, Osmand T, Marr A, et al (2014) Mpumalanga Men’s Study: Results of a Baseline IBBS in Two South African
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Potential of HIVST for MSM

O

» An estimated 54% of people living with
HIV are undiagnosed globally

o South Africa - > 60% of men undiagnosed Undiagnosed HIV Infection MSM in South
o Over 70% MSM undiagnosed Africa

e Structural / social barriers to testing — 100% 94%
distance, lines, concerns with 90%

conﬁdentlahty, layered stigmas (sexual g

79.1%

orientation / HIV %

e HIVST can provide autonomy, privacy, ¢,
confidentiality, time-savings

50%
* Prevention Synergy: new technologles

40%

such as ART-base preventlon (PrEP)

require frequent HIV-testing for

monitoring facilitated by HIVST 20%

o Partner testing / potential for harm  ***

reduction (disclosure/sero-sorting/-  °*

Baral 2009
positioning)
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Potential Drawbacks of HIVST

O

» Harms — coercion / violence /
adverse emotional reactions

e Lost opportunity for STI
screening and counseling

» Test performance
(sensitivity/long window period
w/out counseling)

e Unprotected intercourse
following negative test (issue of
window period and increased
STI transmission)

e Cost

San Francisco




Current availability

O

The US and UK have
licensed oral and blood
products, respectively

EU, France, Australia, Hong
Kong, China, and Kenya
have made HIVST legal

Supportive regulations in
discussions in a number of
countries

Informally sold kits in 5+
countries and on internet

Johannesburg airport pharmacy,
2014




Specific Aims

O

1. Determine the acceptability of HIV self-testing among
HIV-negative MSM

2. Determine the feasibility of HIV self-testing among MSM
3. Determine whether using HIV self-test kits changes

behavior

4. Understand utilization and circumstances in which HIV
self-test use takes place:
Where & when are tests performed?

Decision making: why? and with whom?
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First: explore participant needs

O

Conduct a ‘pre-’ pilot:

« To determine what is necessary to ensure correct
usage of test kits

* To determine what materials need to be included
in the kits (referral numbers, etc...)

* To determine whether we need to modify

instructions or provide more information

San Francisco




* Recruit 24 participants from MpMS

 Participants will be shown how to use the tests and given
instructions for both oral and blood kits by a counselor

 Participants will be asked to use BOTH self-tests
(OraQuick® and AtomoRapid®)

« Counselor will observe and record areas of difficulty

 Participants will answer acceptability questions

University of California
San Francisco
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« Among participants from MpMS — coming in for a visit

« Recruit 125 HIV-negative participants to use test kits at home

« Consenting participants will be shown the two test kits &
asked to select the test kit (OraQuick = or AtomoRapid ®) they
would like to use

« Participants will be given 5 HIV home test-kits & a self-testing
logs to document their use of the test-kits

« Ppts are asked to return for 2 follow-up visits (3 & 6 mos)
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HIV self-tests - Oral Fluid

Negative Result

c{l :
™

-
Negative
* [ there is ONE LINE next
to the "C" and NO line

next to the "T", your test
result is negative.

Positive Result

of Anyline ¢ E
7| <> | i
even a ;
faint line {
Positive

* |f there are TWO LINES, one next
to the "C" and any line next to the
'T" even a faint one you may
have HIV.




HIV self-tests — Blood Based

Waitfor 15  RESULT INTERPRETATION
minutes for d
results.

D -)

min NOTE: blood (:D NEGATIVE CD INVALID

Donotread mustbepresent = U

after 20 min. on test strip. (1D rosmve C) INVALID
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Pre-pilot: Overall Acceptability

O

Recruited 24 participants from MpMS
Participants were shown how to use and given instructions for both oral and blood
kits, observed by a counselor

* 19/24 respondents indicated their preference for their next HIV testing experience

was one they could do at home, on themselves
* 4 said they would prefer being tested by a health professional, 1 had no
preference

» Of the 19, 11 said they would prefer to be alone when they tested, and 8 said they
would prefer to have someone else present

»  When asked how likely they were to use the self-test in the future, if it were
available, 100% of participants reported being somewhat or very likely
to use the self-test
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22 /24 (92%) able to collect their own blood sample

4/23* participants reported finding the blood collection somewhat or
very difficult

14/23 participants experienced no pain at all, and 8 reported
experiencing a little pain

22 /23 said the test was either somewhat or very easy; the same
proportion felt the same way about interpreting the results

100% of participants trusted the results and felt confident
they had done the test correctly

More than 34 said they liked that it was a new way of
testing, that it was easy to use, or that they could do it
themselves.

University of California
San Francisco
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* 100% able to collect their own saliva sample

« 1* participant reported any difficulty collecting the sample

« 2 participants reported any difficulty conducting the test

« 1* participant reported difficulty interpreting the result

* 100% of participants trusted the results and felt confident
they had done the test correctly

 More than 80% said they liked that it was a new way of
testing, that it was easy to use, or that they could do it
themselves.

* More than 80% said there was nothing they didn’t like
about saliva testing.

*this participant’s difficulty with the test was due to anxiety about the result

University of California
San Francisco
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Phase 2: Pilot test use at home

O

« HIV- participants from MpMS (34 wave), randomly selected
« HUGE DEMAND for study participation in both communities

« Will enrolled 125 MSM to use test kits at home (70 in Nelspruit, 55 in
Ermelo)

* Enrollment complete as of July 1, 2015
« Baseline uptake: 36% oral / 64% blood
« Participants were given 5 HIV home test-kits

& self-testing logs to document their use of
the test-kits

» Asked to return for 2 follow-up visits

« Full results due mid-2016
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Phase 2 — Pilot study

O

« Participants are advised that the test-kits can be used/shared with any
partner with whom they feel comfortable testing

 Participants who test HIV + using a self-test will be able to access
counseling resources via a 24-hour hotline, as well as being linked to local

counseling

» For participants who consent, staff will confirm ¥
linkage to care : —
» At the end of the study, up to 15 participants will be %
selected for In-Depth-Interviews (IDIs)

 All who test positive during the study & a sample of those who
remained negative will be invited

University of California
San Francisco
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Phase 2 - Pilot Study Timeline

Enrollment completed June 26, 2015

3-month visits August - September 2015
6-month visits November — December 2015
Wrap-up visits January 2016

Data cleaning February 2016

Results Spring-Summer 2016
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Conclusions

O

Making progress — but much more research

needed to document:

o Uptake in different settings
o Approaches for distribution
o Facilitating linkage to care

o Resource needs — for instructions and user support

o Packaging and distribution target to MSM

o Cost-eftectiveness in high prevalence settings?

o Potential adverse events/ harms
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Thank you!

O

Study results will be shared widely in 2016.
For additional information on this study, please contact:

Sheri Lippman, PhD, Principal Investigator
Sheri.Lippman@ucsf.edu

Questions?
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