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Overview and Updates on
HIV Self-Testing (HIVST)

What You Need to Know

Cheryl Johnson
Key Populations & Innovative Prevention Unit
WHO Global HIV, Hepatitis, STI Programme

https://www.who.int/hiv/mediacentre/news/hts-info-app/en/



https://www.who.int/hiv/mediacentre/news/hts-info-app/en/

Outline

« Background on epidemic and HTS situation

* Intro to HIV self-testing
 Strategy and considerations
* Products
* Market
* Future



Self-learning

1. WHO HTS video. https://www.who.int/hiv/imediacentre/news/hiv-self-testing-video/en/

2. AIDS 2020 HIV self-testing innovations. https://www.who.int/hiv/mediacentre/news/hiv-
self-testing-video/en/

3. WHO HIVST Policy brief: https://www.who.int/publications/i/item/who-recommends-hiv-
self-testing-evidence-update

4. WHO systematic review 1. _ _ B
https://www.sciencedirect.com/science/article/pii/S2352301818300444

5. WHO systematic review 2: _
https://onlinelibrary.wiley.com/doi/full/10.7448/1AS.20.1.21594



https://www.who.int/hiv/mediacentre/news/hiv-self-testing-video/en/
https://www.who.int/hiv/mediacentre/news/hiv-self-testing-video/en/
https://www.who.int/publications/i/item/who-recommends-hiv-self-testing-evidence-update
https://www.sciencedirect.com/science/article/pii/S2352301818300444
https://onlinelibrary.wiley.com/doi/full/10.7448/IAS.20.1.21594

v Progress toward Global Targets: HIV testing

Diagnosed "=l
(Millions) Target 2030
40 Scale-up of successes — but gaps remain: Target 2020 Test
Costs of additional testing increasing, gaps
35 remain, challenging to effectively focus and

rationalize core and additional testing

Estimated ~350 million HIV

30 RDTs procured globally in
2019
25 Initial decelerated increase:
High hanging fruits more difficult Yet, 7.1 million (19%) PLHIV
20 to reach via traditional strategies remain undiagnosed
15 What do we need to stay on
track and reach the
10 Initial slow start to steep increase IrDeerlllc’il\I/n?Ing Jnelegneses
. In 2005 ~10% PLHIV diagnosed. '
5 Increases marked by ramping up
. PITC
0
2005 2010 2015 2020 2025 2030

Source: WHO forecast 2019; UNAIDS 2020; WHO 2005; CHAI 2015; WHO, UNICEF, PEPFAR, GFTAM 2018



Progress toward the 90-90-90, by region, 2019

-78% undiagnosed PLHIV
90-90-90

87% 85%
83% 6 80%
75%
68%

East and southern Africa West and central Africa Asia Pacific

2.6 million 1.6 million 1.4 million
undiagnosed undiagnosed undiagnosed
20.7 million PLHIV 4.9 million PLHIV

5.8 million PLHIV

Nearly all represent KP and partners missed by standard services

EEEEEEEEEEEEEEEEEEEEEEEEEEEEEENEEEEEEEEEEEEEEEEEEEEEEEENEEEEEEEEEEEEEEEENEEEEEEEEER EEEEEEEEN
88%
81% )
7% 73% 77%} 78%
70%) °
63%
52%

Caribbean Eastern Europe and Middle east and North Latin America North America and
Central Asia Africa Western and Central
Europe

80,000 500,000 110,000 500,00 300,00
undiagnosed undiagnosed undiagnosed undiagnosed undiagnosed
330,000 PLHIV 1,700,000 PLHIV 340,000 PLHIV 2.1 million PLHIV 2.2 million PLHIV

m PLHIV diagnosed mPLHIV diagnosed on ART PLHIV on ART virally suppressed

Source: WHO/UNAIDS 2020 https://aidsinfo.unaids.org/



https://aidsinfo.unaids.org/

Number of new HIV
Infections (2019)

M0
1.7 million

people newly infected
[1.2 million — 2.2 million]

Source: UNAIDS special analysis, 2019

Proportion of new infections among
key populations and their partners:

99% of new HIV infections in
Eastern Europe and Central Asia

of new HIV
infections from key
populations and
their partners

(global)

@ of new HIV infections in

96%

of new HIV infections in

Western and Central Europe
and North America

Middle East and North Africa

98%

ZEA of new HIV infections in
0

of new HIV infections in

Asia and the Pacific

Eastern and Southern Africa

of new HIV infections in

Latin America and the Caribbean

Definition key populations: men who have sex with men, sex workers, people in prison, transgender people, and people who inject drugs. People in prison not included in the UNAIDS special analysis.




Way forward on HIV testing services

Tremendous progress over last decade:

» Closer to achieving first 90 (or first 95) — but priority
populations still missed.

= Globally the 19% of PLHIV undiagnosed are
primarily

Achieving high awareness of status is challenging:
= Key populations are more likely to be undiagnosed.
= Partners of PLHIV, STI patients missed

= | TFU PLHIV — who never started ART or need to
be relinked to care

2030 target is 95% awareness — how to achieve lit:
» Additional challenges, decreasing positivity.
» Need to optimize HIV testing services to focus on
priority populations.
» Reduce both absolute and relative gaps.




WHO HIV testing services guidelines
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+ «/@v World Health French, Russian, Spanish,
A._ \4& Y Y Organization Chinese coming soon

HIV Testing Services (HTS)

Download now!

WHO HTS Info makes . /' Search “HTS Info”
ICENRORTETAL LY tesg s 1o " ' In App Store /
guidance on HIV testing Google Play

on smartphones and
tablets, online or off,
everywhere.

Or Try the link:

http://www.who.int/hiv/m
ediacentre/news/hts-info-

app/en/



https://itunes.apple.com/us/app/who-hts-info/id1359010276
https://play.google.com/store/apps/details?id=com.whohtsinfo
http://www.who.int/hiv/mediacentre/news/hts-info-app/en/

Guiding principles for HTS

(@t WHO 5Cs encourage all testing to
Include

e Consent

» Confidentiality

* Counselling (pre-test information
and post-test messages)

CONSOLIDATED GUIDELINES ON ° CorreCt reSU|tS and
HIV TESTING

SERVICES » Connection (linkage)

5Cs: CONSENT, CONFIDENTIALITY, COUNSELLING,
CORRECT RESULTS AND CONNECTION

December 2019




Supportive policies are essential

« Critical enablers « Task-sharing HIV testing services with
lay providers (WHO recommended)
o ik  High uptake
policies and practices* e discrmmation | |MeSam e B Y * Accurate
A - Often preferred
* Low cost

enablers

WHO recommends:

* |nitatives to protect and enforce
privacy

 Prevent discrimination
* Promote tolerance

Source: WHO 2015; WHO 2014



Strategic principles for HTS

HTS approaches need to consider
three dimensions for implementation:

1. Mobilizing and creating demand .
for testing - MOBILIZING

2. Testing service delivery
3. Linkage to post-test services

Mobilizing and HTS implementation Linkage to care
- creating demand
Approaches are m Continuous, intermittent or focused |  Time of day and frequency Time period for linking and
frequency of monitoring
then ad apted Location of mobilization activities Health facility, other facility, | Location of linkage activities
based on the r community
context, population Who does the mobilizing? Who does the HIV testing? Who supports linkage to
. . Who is the focus for messages and | Who is the focus for testing? | prevention or ART initiation?
and epldemlc | mobilization?
What package of services and What HTS approach? What linkage intervention?
demand creation interventions?

Source: WHO 2019; IAS 2018



HIV testing for reaching undiagnosed PLHIV
Balancing efficiency and impact

Hl_gh burden settings: Low _burden settings: Gost of testing approach (staff settings)
HTS in every health contact — HTS in hotspots/select Positivity rate
. . . Outcomes (individual health, prevention of transmission to
|ntegrat|0n Services (TB’ STI’ key pOpS) sexual {and drug using) partners and infants, partners, linkage
of both HIV+ and HIV— to prevention

HIVST & Community Approaches
eg testing campaigns

low unit cost

High burden settings: low positivity rate (b outreach serui
. limited outcomes B K outreach services
outreach for key pops, Low burden settings: first-time testers vs. repeat testing ::jg: unit cost
partners PLHIV, hotspots, outreach to key pops, T roton outeomas
consider workplace, strategic partners PLHIV
outreach » Reorienting HTS to reach the most PLHIV (#) who don’t know
their status as effectively and efficiently as possible (%)
) 4 v N :
» A strategic mix of HTS approaches and options needed to
Couples and Partners reach priority populations
: : . » Key populations and their partners

High burden settings: Low burden settings:

offer all, and for partners of offer to KP and partners of * Partners PLHIV |
KP and PLHIV PLHIV + Young people (15-24) and men in ESA



HIV testing within prevention

HIV testing services are also part of implementing

and monitoring prevention services to help: : S++ the prevention toolbox to end HIV
1. HIV-negative ppl stay negative (monitoring) e
2. Diagnose PLHIV at high risk and start ART as ondom use
soon as possible ~ ircumcision for boys and men
nding stigma and discrimination
Core HIV Prevention packages with HTS: S
«  PMTCT (15t ANC visit test for all, late pregnancy 3 S et
trimester only for KP or in high burden settings) HIV medicines used before and after exposure
° PrEP — qu arte”y testing HIV treatment and viral suppression

« Key populations testing at least annually (up to 3-6
month based on risk )

« Serodiscordant couples package of services
annually (up to 3-6 month based on risk )




Recommended HIV Testing Services [
Important gateway to treatment and prevention ;
for individuals, couples, partners and families

Facility-based: Offering HIV testing in a facility, e.g.
VCT, in-patient and out-patient clinics, ANC, TB, STI.

Community-based: Offering HIV testing in natural

setting of the community, e.g. outreach, CBOs, HIV Testing Services
workplace, clubs, bars.

Assisted partner notification: Assisting individuals
with HIV by contacting their sexual and/or drug

Injecting partners and offering them HIV testing .
. Testing Partners &

Families HIV Prevention

Partner notification & social
network approaches

Retesting

HIV self-testing: Offering self-test kit for individual,
and/or their partner, enabling them to collect their
sample (oral or blood), perform test, and interpret

results in private. All reactive results need
confirmation. HIV self-testing

Source: WHO 2015;: WHO 2016

Other clinical and

support services




¥ Unitaid @z

Countries implementing and developing HIVST
policies, 2015-2020

oct2015 @13 8 |
wizots |EEENEIEEI

Nov 2016 | ZONIN ST s
»=uunp WHO HIVST guidelines released

i 2017
w2015 | s S O G A0

three times as many

countries implemented
»nnnn g Updated WHO HTS/HIVST guidelines released HIVST

2020 | S

0 20 40 60 80 100 120 140

M Policy allows HIVST  m HIVST implemented ® Policy in development

Source: GAM WHO, UNAIDS, UNICEF July 2020



National HIVST policy and implementation 2020, by region

44% (86/194) reporting countries have HIVST policies, of these only 48% (41) are implementing
% Implementing

18

13
11
10
9
8 8 8
7 7 7
6
5 5 5 5
4
3 3 3 3
2 2 2 2 2 2 2
] : THFE [ B IF 1 il LA
[] [] [] [] [] []
Asia and Pacific Caribbean East and Southern Eastern Europe Latin America Middle East and West and Central Western and
# countries Africa and Central Asia North Africa Africa Central Europ(? and
North America
N=40 N=16 N=21 N=16 N=17 N=20 N=25 N=39
B HIVST policy and implementation B HIVST policy and pilots m HIVST policy but no pilots or implementation
No HIVST policy B No HIVST policy but policy in development

Source: GAM WHO, UNAIDS, UNICEF July 2020



What is HIV self-testing (HIVST)?

When a person collects his or her own specimen, performs a rapid HIV test and interprets their result
All reactive self-tests need further testing

Source: WHO 2016



HIVST Investment Case Framework
+'|.||

Health for PLHIV:

Re-link
ili Link to ART Reduced Morbidity &
Acceptability to ART _ y -
Mortality .
Productivity & Growth
willi Disclosure/Shared Social Benefit
illingness knowledge of status Reduced HIV Social Harm
to Pay ww Transmission &
Infections Averted
Link to Prevention
Usabilit ) o
! Triaged out of Health Cost and Time Savings A5
Uptake System (Health System & Users) N
HIV+/High risk Expanded Coverage
*Adapted framework based on BMGF & UNITAID HIVST S . . Equity of Health

Meeting in January 2017 ~< _--

DIFFERENT DIFFERENT DIFFERENT

POPULATIONS CONTEXTS GEOGRAPHIES




WHO HIV Self-Testing Strategy

Perform HIV self-test / %
A0 F &

 HIVST requires self-testers with a reactive
result to receive further testing from a
trained provider using a validated national
testing algorithm.

» All self-testers with a non-reactive test result

Repurjt reactive HIV test Report HIV-negatwe should retest if they might have been
Advise linkage to further HIV Recommend retesting as exposed to HIV in the preceding six weeks,
testing for diagnosis needed : : .
, - o or are at high ongoing HIV risk.

If confirmed HIV-positive, Advise linkage to relevant . HIVST] ded f e taki

refer for treatment HIV prevention services 'S 1 s not recommended Tor people taking
anti-retroviral drugs, as this may cause a
A0= Assay 0 (test for triage) false non-reactive result.

*Any person uncertain about how their self-test result, should be encouraged to
access facility- or community-based HIV testing




WHO recommendations on HIV self-testing

WHO RECOMMENDS HIV SELF-
TESTING — EVIDENCE UPDATE AND
CONSIDERATIONS FOR SUCCESS

NOVEMBER 2019

Source: WHO 2019, Jamil et al 2019 review

Key evidence showed HIVST is: WHO recommendation:

Safe and accurate
Highly acceptable _
Increased access HIV self-testing should

Increased uptake and frequency of be offered as an

HIV testing among those at high » approach to HIV testing
risk and who may not test

. services
otherwise
Comparable linkage and HIV+ (strong recommendation,
Empowering moderate quality evidence)

Can be affordable and cost-
effective when focused

Providing HIVST service delivery and support options is desirable. m
Communities need to be engaged in developing and adapting HIVST models.
HIVST does not provide a definitive HIV-positive diagnosis. Individuals with a
reactive test result must receive further testing from a trained tester using the
national testing algorithm.



Synthesis of latest evidence




GRADE Review: summary of included RCTs

Cagory 0

Total
General population
Key population
MSM
FSW
Individual RCT
Cluster RCT
Region

Africa

Americas

Western-Pacific

32
21
11
8

17
15

23 (7 Malawi, 5 Kenya, 4 Zambia, 3 Zimbabwe, 2
Uganda, 2 South Africa)

5 (all in USA)
4 (3 China/Hong Kong SAR, 1 Australia)

A very small proportion of
participants in MSM studies
were transgender people (TG)

No RCTs exclusively among TG,
people in prison, or people
who inject drugs (PWID)

3 RCTs exclusively among 15-24
years

3 additional RCTs with
stratifications for 15-24 years

No RCTs in < 15 years

e All used oral fluid HIVST kits

@ World Health
/)Y Organization

————

LLL<<\



U pta ke Of H IV Study HIVST-N HIVST-D SOC-N SOC-D Risk Ratio RR 95%-Cl Weight

Chanda 2017(i)* 248 329 131 160 = 091 [0.81; 1.03] 42%

H . Chanda 2017(i)* 280 316 131 160 B 1.08 [0.97: 120] 42%
tEStl ng. Choko 2019a* 1801 1941 71 408 —— 527 [377: 7.39] 3.3%
Choko 2019b(i)* 225 474 81 234 B 136 [0.79: 2.34] 24%

H IVST SOC Choko 2019b(i)* 2096 3027 515 1396 s 187 [1.60; 219] 4.1%
VS. Dovel 2018* 1063 2097 248 1951 . — @+ 393 [2.38; 649] 26%

Dovel 2019 282 349 39 135 L —— 280 [2.14; 366] 3.6%

Gichangi 2018 322 472 106 471 f - 303 [2.54; 362] 4.0%

Indravudh 2018* 1758 3120 1409 2908 - 133 [1.12: 158] 4.0%

Indravudh 2019* 3150 3974 1551 3179 sl 200 [1.80; 222] 4.3%

19 of 27 comparisons showed a Jamil 2017 170 182 122 180 = 1.38 [1.24; 154] 42%
. g . Katz 2018 96 116 92 114 = 1.03 [0.91: 1.16] 4.2%
significant increase Kelvin 2018 131 150 113 155 B 120 [1.07: 1.34] 42%
Kelvin 2019a 31 750 10 762 : = 3.15 [1.56; 6.38] 1.8%

Kelvin 2019b 119 750 43 696 P — 257 [1.84; 3.58] 3.3%

MacGowan 2017 936 1325 619 1340 ] 153 [1.43: 164] 43%

Masters 2016 258 297 148 303 = 178 [1.57: 201] 42%

Merchant 2018 94 142 79 141 He- 1.18 [0.98: 143] 4.0%

Comparator = Home-based rapid testing (PopART trial) —» Mulubwa 2019* 8077 13267 7800 13706 = 1.06 [0.94: 120] 4.2%
Ortblad 2017(iy* 258 336 113 164 el 1.11 [0.94: 131] 4.1%

Ortblad 2017(ii)* 275 296 113 164 = 1.34 [1.15; 156] 4.1%

Patel 2018 14 52 2 48 : - 646 [155:2697] 07%

Pettifor 2018 117 140 60 144 M 201 [1.63; 247] 3.9%

Tang 2018* 895 1381 395 1381 —F 143 [1.19: 172] 4.0%

Tsamwa 2018* 1622 2465 1459 2429 = 1.08 [0.94: 124] 42%

Wang 2017 193 215 109 215 7 177 [154: 204] 42%

Wray 2018 43 43 16 22 —— 138 [1.06: 178] 3.7%

Overall effect - 1.62 [1.43; 1.83] 100.0%

Heterogeneity: I* = 94% [92%: 95%)], * = 0.0927, p < 0.01 ' ' '
05

o]
o

Mean score: 8

Ranking: 1 Favours SOC Favours HIVST * Cluster RCT




Uptake of HIV
testing:

HIVST vs. SOC,
by population

Strong effect in
e general populations
* key populations

Study

General population

Patel 2018
Dovel 2018*
Indravudh 2018*
Indravudh 2019*
Mulubwa 2019*
Tsamwa 2018*
Choko 2019a*
Choko 2019b(iiy*
Gichangi 2018
Masters 2016
Choko 2019b(iy*
Dovel 2019
Kelvin 2018
Kelvin 2019a
Pettifor 2018
Overall effect

Population group

ER aftendees

General population
General population
General population
General population
General population

Male partners ANC clients
Male partners ANC clients
Male partners ANMC clients
Male partners ANC clients
FPartners of HIV positive
FPartners of HIV positive
Truck drivers

Truck drivers

Young women

Heterogeneity: 17 = 95% [93%; 96%], T° = 0.1431, p < 0.01

Key population
Chanda 2017 (i)
Chanda 2017 (iiy*
Kelvin 20159b
Ortblad 2017 (iy*
Ortblad 2017 (ii)*
Jamil 2017

Katz 2018
MacGowan 2017
Merchant 2018
Tang 2018*
Wang 2017
Wray 2018
Overall effect

Fsw
FSwW
FSwW
FSwW
FSwW
MsSM
MSM
MSM
MSM
MSM
MSM
MsSM

Heterogeneity: 17 = 91% [B6%; 94%], T° = 0.0457, p < 0.01

Overall effect

Heterogeneity: 1% = 943 [92%:; 95%], ©° = 0.0927, p < 0.01

Risk Ratio

s

i
BT

[ I
0.5 1 2

Favours S0C Favours HIVST

RR

6.46
3.93
1.33
200
1.06
1.08
527
1.87
3.03
1.78
1.36
280
1.20
3.15
2.
1.99

0.91
1.08
257
1.11
1.34
1.38
1.03
1.53
1.18
1.43
1.77
1.38
1.32

1.62

95%~ClI

[1.55; 26.97]

[2.38;
[1.12;
[1.80;
[0.34;
[0.94;
[3.77;
[1.60;
[2.54;
[1.57;
[0.79;
[2.14;
[1.07;
[1.56;
[1.63;
[1.61;

[0.81;
[0.97;
[1.84;
[0.94;
[1.15;
[1.24;
[0.91;
[1.43;
[0.98;
[1.19;
[1.54;
[1.086;
[1.15;

[1.43;

6.49]
1.58]
2.27]
1.20]
1.24]
7.39]
2.19]
3.62]
2.01]
2.34]
3 66]
1.34]
6.38]
2 47]
2.45]

1.03]
1.20]
3.58]
1.31]
1.56]
1.54]
1.16]
1.64]
1.43]
1.72]
2.04]
1.78]
1.50]

1.83]

Weight

0.7%
26%
4.0%
4.3%
42%
4.2%
3.3%
41%
4.0%
42%
24%
3.6%
4.2%
1.8%
3.9%
51.5%

4.2%
4.2%
3.3%
41%
41%
42%
42%
4.3%
4.0%
4.0%
4.2%
3.7%
48.5%

100.0%

* Cluster RCT



Many HIVST
distribution
models work well
depending on
context and
population

Study HIVST SOC

n N n N
Secondary distribution: women to male partners
Choko 2019a* 1801 1941 71 408
Choko 2019b(ii)* 2096 3027 515 1396
Gichangi 2018 322 472 106 471
Masters 2016 258 297 148 303

Overall effect
Heterogeneity: 1% = 94% [89%; 97%], ©° = 0.1328, p < 0.01

Secondary distribution: HIV=positive to partners
Choko 2019b(i)* 225 474 81 234
Dovel 2019 282 349 39 135
Overall effect

Heterogeneity: /2 = 82%, ©> = 0.2107, p = 0.02

HIVST at facilities

Dovel 2018* 1063 2097 248 1951
Kelvin 2018 131 150 113 155
Kelvin 2019a 31 750 10 762

Overall effect
Heterogeneity: /° = 92% [81%; 97%], T° = 0.5685, p < 0.01

Community or home based distribution

Indravudh 2018* 1758 3120 1409 2908
Indravudh 2019* 3150 3974 1551 3179
Tsamwa 2018" 1622 2465 1459 2429
Overall effect

Heterogeneity: 12 = 96% [92%; 98%], ° = 0.1219, p < 0.01

Facility based distribution

Pettifor 2018 117 140 60 144
Overall effect

Heterogeneity: not applicable

Overall effect
Heterogeneity: 12 = 94% [92%:; 96%)], T° = 0.1316, p < 0.01

Favours SOC

Risk ratio

=
e
=
=
__.*__
£ .
| — -
==
=
—-I—-
B
o
;
I T ]
1 2 5

0.5

Favours HIVST

5.27
1.87
3.03
1.78
2.63

1.36
2.80
2.03

3.93
1.20
3.15
2.38

1.33
2.00
1.08
1.43

2.01
2.01

2.05

95% CI

[3.77; 7.39)
[1.60; 2.19)
[2.54; 3.62]
[1.57; 2.01]
[1.81; 3.82)

[0.79; 2.34]
[2.14; 3.66]
[1.01; 4.09]

[2.38; 6.49]
[1.07; 1.34]
[1.56; 6.38]
[0.97; 5.83]

[1.12; 1.58]
[1.80; 2.22]
[0.94; 1.24]
[0.95; 2.13]

[1.63; 2.47]
[1.63; 2.47]

[1.65; 2.53]



Study Population Risk Ratio RR 95%=Cl Weight

Dovel 2018* General population S —F— 3.47 [2.24:5.38] 4.4%
Indravudh 2018" General population - 1.50 [1.17;1.92] 5.8%
Indravudh 2019* General population —EI— 2.22 [1.92;2.56] 6.5%
H IVST VS Choko 2019a" Male partners ANC clients — 5.29 [3.68;7.59] 4.9%
Choko 2019b(ii)" Male partners ANC clients REER 1.89 [1.61;2.23] 6.4%
Stan d ar d HTS Gichangi 2018 Male partners ANC clients - 3.03 [2.54; 3.62] 6.3%
Masters 2016 Male partners ANC clients +F 1.78 [1.57;2.01] 6.6%
reS u |tS | n Jamil 2017 MSM = 1.38 [1.24;1.54] 6.7%
Katz 2018 MSM 5 : 1.03 [0.91; 1.16] 6.6%
~2'f0 I d MacGowan 2017  MSM [ 1.53 [1.43;1.64] 6.8%
Merchant 2018 MSM sl 1.18 [0.98; 1.43] 6.3%
In Crease Tang 2018 MSM —E— 1.43 [1.19;1.72] 6.3%
. Wang 2017 MSM ++ 1.77 [1.54;2.04] 6.6%
| n u ptake Wray 2018 MSM —E— 1.38 [1.06;1.78] 5.8%
Dovel 2019 Partners of HIV positive —— 2.98 [1.96;4.53] 4.5%
am O n g m en Kelvin 2018 Truck drivers = 1.20 [1.07;:1.34] 6.7%
Kelvin 2019a Truck drivers = > 3.15 [1.56;6.38] 2.7%
Overall effect - 1.81 [1.56; 2.11] 100.0%

Heterogeneity: 12 = 93% [91%: 95%], ©> = 0.0843 p <0.01 | |

0.5 1 2 5

Favours SOC Favours HIVST

WHO 2019, Jamil ICASA 2019 * Cluster RCT



Post-HIVST linkage not significantly different, but
linkage support likely helps

Overall linkage to care post-HIVST Linkage to care post-HIVST with support

compared with standard testing Intervention compared with standard testing

Study HIVST SOoC Risk ratio 95% CI
n N n N
No linkage support : Study ST+L[D] Risk Ratio RR 95%-Cl  Weight
Choko 2019a(i)* 10 11 1 1 +-e 1.17 [0.51; 2.67]
Choko 2019b(i)* 13 13 5 5 —'5‘— 1.05 [0.81; 1.37] Patient incentive :
g°"9: gglg' ;9 gg g 2 B g-g‘: ngg: ;-;3; Choko 2019a(ii)* ——— 112 [077;162] 18.0%
ove — . .13; 0. . : ’
Masters 2016 2 8 3 4 — 0.33 [0.09; 1.26] Choko 2019b = 103 093114  240%
Overall effect —————— 0.77 [0.50; 1.17] :
Heterogeneity: 1 = 59% [ 0%; 85%], t° = 0.1187, p = 0.04 Patient reminder
Financial incentive Chako 2019a(iii) < t 080 [0.33;1.92] 8.1%
Choko 2019a(ii)* 27 29 1 1 s 1.22 [0.55; 2.74]
Choko 2019b(ii)* 53 53 5 5 —E— 1.08 [0.85; 1.38] Home ART initiation
Overall effect —— 1.09 [0.87; 1.38] MacPherson 2014* —F— 163 [1.12; 2.35] 18 1%
Heterogeneity: = 0%, 2= 0,p=077
Phone reminder/call Linkage escort :
Choko 2019a(iii)* 2 3 1 1 " 0.83 [0.28; 2.51] Michols 2019* L 267 [1.63;4.37] 14.9%
Overall effect ' 0.83 [0.28; 2.51] :
Heterogeneity: not applicable . Provider incentive _
Home visit/in-person referral Sibanda 2019* —E— 1.59 [1.05; 2.40] 17.0%
Tsamwa 2018* 33 43 13 20 —Ii}— 0.96 [0.76; 1.21]
Overall effect . : 0.96 [0.76; 1.21] Overall effect - 1.38 [1.02: 1.87] 100.0%
Heterogeneity: not applicable | I |
Overall effect - 0.95 [0.79; 1.13] 05 1 2 5
Heterogeneity: 1> = 29% [0%: 67%], T = 0.0183, p = 0.19 ' ' ' '
05 1 2 ° Favours HIVST Favours HIVST+Linkage

Favours SOC Favours HIVST



Linkage to prevention (1)

Choko 2019a
(VMMC referral)

HIVST only
HIVST + S$3*
HIVST + S$10*
HIVST + lottery

28.3% (15/53)
41.9% (31/74)
32.6% (47/144)
33.3% (84/252)
23.1% (6/26)

3.7% (15/408)
7.0% (31/442)
12.4% (47/380)
16.4% (84/512)
3.9% (6/155)

HIVST + phone reminder 48.1% (39/81) 8.6% (39/452)
Hatzold 2019 Standard community mobilization (SCM) 34.1 27.7
(VMMC uptake per
IPC-agent month, SCM + HIVST 22.4 13.8
mean) SCM + HCD-informed demand generation 35.4 26.9
SCM + HCD + HIVST 16.7 10.3

No effect of intervention: HCD-informed
IRR = 0.87 (95% Cl: 0.38-2.02); HIVST IRR =0.65 (95% Cl: 0.28-1.50)

The linkage rate was significantly
lower in the IPN arm compared to SOC, but similar between PND and SOC

*Significant difference compared to SOC according to authors when combining linkage among HIV positives @@g‘;ﬂmgg}gg

LLL



Linkage to prevention (2)

Shahmanesh 2019 SOC (peer-navigator distribute referral slips) 6.7% (46/686)
PrEP ing 18-
[F(iElP e HIVST - incentivized peer-network 0.6% (4/632)
30 women)
HIVST - peer-navigator distribution 47/898 (5.2%)

The linkage rate was significantly lower in the IPN arm compared to SOC, but similar between PND and SOC

Sibanda 2019** HIVST + fixed incentive 1.4% (12/853)
HIVST + fixed & conditional incentive 2.2% (19/854)
Wray 2018 SOC 13.6% (3/22)
(PrEP referral) HIVST 9.1% (2/22)
eTest 3.8% (8/21)

eTEST participants were significantly more likely to have received PrEP referrals than either control.

Wray 2018 SOC 4.5% (1/22)
(PrEP prescription) HIVST 4.5% (1/22)
eTest 9.5% (2/21)

Higher among eTEST participants but non-significant.

**Non-significant difference



Potential Social Harm & Adverse Events

« Studies report HIVST can be empowering

« Social harm due to HIVST was not identified in RCTs —reports from other
observational studies were limited and did not suggest HIVST increased
risk of harm

« Millions HIVST Kkits distributed with close monitoring in 6 African
countries. No suicides or self-harm.

« Cases of social harm reported not directly related to HIVST, but issues
affecting communities, e.g. serodiscordant couples with break-up, those
with history of IPV prior to HIVST

« Individuals and communities continue to report potential benefits outweigh
the potential risks
« Programmes need to provide clear messages to address potential harm
« Monitoring & reporting system for HIVST are key

« Tools such as hotlines/mobile phones, community-based monitoring
systems, computer programmes, post-market surveillance systems, etc.
can be utilized

«  WHO forms for IVD complaint reporting can also be adapted and used:
http://www.who.int/diagnostics laboratory/procurement/complaints/en/



http://www.who.int/diagnostics_laboratory/procurement/complaints/en/

Summary of Values & Preferences

HIVST is highly acceptable among many different groups and across
different settings — but some concern about potential lack of counselling and
support, accuracy of test results, and related costs

Individuals surveyed about HIVST had concerns about possible harm,
but most had not self-tested, and concerns were not founded in
evidence —despite concern most still found HIVST acceptable

Many users prefer oral HIVST (e.g. painless) — but many studies did not
inform respondents about performance.

« Some studies show when participants are informed they may actually
prefer fingerprick/whole blood-based HIVST.

Preferences across service delivery approaches vary

» Key populations, in particular, reported preferences for pharmacies, the
Internet, and over-the-counter approaches more appealing because they 2
are more discreet and private




Quantitative V&P — summary of findings

All populations Key populations HCW/providers
(n=73) (n=36) (n=12)

* Willingness™* to use HIVST: 44% - 100% * Would recommend HIVST to a partner, friend, family or their ¢ 64-73% would welcome the

» Would recommend HIVST to a partner, clients: 39 - 100% introduction of HIVST
friend, family or their clients: 8 - 100% * Very few reported emotional challenges when using HIVST e \ery few fear job losses due

* Majority found HIVST kits easy to use * One study reported forced testing (coercion) with HIVST to HIVST

e HIVST gives them more power and control Generallpopulatian e Very fe.w reported concerns

* Some valued confidentiality provided by (n=23) e HIVST was perceived to be
HIVST * Would recommend HIVST to a friend or family: 8-97% safe for various populations

* Some desired support for testing and for « Some valued convenience of HIVST (e.g. fast results, no need for ~® Some early concerns about
reactive results. appointments) unsafe disposal, suicide,

* No clear preference for oral or blood tests hunja;r;lrlghts issues or other
social harm.

(some prefer oral as pain-free and perceived Other vulnerable populations™* Ci
simple; some consider blood to be more (n=14) e Willingness to pay ranged 0.1-

. D, af h ht thi
acs:l{rate * Would recommend HIVST to others: 85 - 97% Se3rvliJcSe ;P?ojlvc\ll Eeoft:getf(t)rls
* Willingness to pay for HIVST: US30.5 — 30 * Some concerns about confidentiality, misuse and disclosure —

. users
* Social harms or adverse events very rare. more so than other groups
* No reports of suicide * Willingness to pay ranged 3.3 -15 USD

Take away: high willingness to use HIVST, easy to use, convenience valued. Many would recommend HIVST to others.
Some concerns about confidentiality, misuse and disclosure. Preference for free or low cost kits. Social harms were very
rare. HCW support HIVST introduction, some concerns about job security.

* Likelihood to use HIVST, willingness to use HIVST in the future, preference to use HIVST over other HTS
** include: pregnant women (2), fishermen (1), PLHIV (2), truck drivers (1), uninfected couples of PLHIV (3), black Africans (1), young people (4)




HTS programme costs per person tested vary widely

Previous

by setting, population and approach A
Low-to upper-middle income countries ALl RIS Al SELnEE
- All pop
Approach General pop Key pop General pop Key pop Other at-risk pop
Mobile Median: $20 Median: $5 Median: $231 Median: $999 Median: $114
Range: $7-$46 Range: $3-$6 Range: $96-$709 |Range: $520- $1529 |Range: $3-$1529
Facility Median: $10 Median: $11 Median: $56 Median: $177 Median: $109 Median: $16
Range: $2-$58 Range: $6-$43 Range: $20— |Range: $93-$209 |Range: $90-$129 Range: $2-$209
$115
VCT Median: $50 Median: $7 Median: $31
standalone Range: $26-$147 Range: $4-$9 Range: $4-$147
Home-based |Median: $11 Median: $11
Range: $7-$19 Range: $7-$19
Other Median: $67 Median: $803 Median: $83
Range: $34-$160 |Range: $52-$1642 |Range: $34-$1642
Totals Median: $13 Median: $6 Median: $56 [Median: $123 |Median: $803 Median: $28
Range: $2-$147 Range: $3-$43 |Range: $20- |Range: $34—- Range: $52—- Range: $2-$1642
$115 $709 $1642

Source: 31 studies from systematic review depicted, Johnson 2015



IVST and HTS programme costs in sub-Saharan Previous
Africa may not be too different

Median cost per person tested reported

review

$13.89 $13.79 - Costs represent crude
programme costs and do not

take into account
« Efficiency (HIV+%)
« Equity (KP and untested
pops)
« QOpportunity cost (cost to
testers)

$12.56

« HIVST reaches those who never
come to facilities or where
additional cost to get to facilities

Facility HTS ~ Community HTS HIVST 's considerable

Source: Sharma Nature, 2015; Mangenah JIAS 2019. Costs are not directly comparable, only illustrative. Sharma reports across approaches. Mangenah only reports on community-based HIVST

and substantial start-up costs. { @) World Health
¢ # Organization



Products and usability
for HIVST




Professional test

Self-test
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Accuracy and Usability

* Nearly all HIVST products available have been adapted from
existing WHO PQed HIV rapid diagnostic tests used for
professmnal use.

* |In this way — many are highly accurate and meet the WHO =99% sensitivity
and 298% specificity when evaluated in the hands of professional testers.

» Usability, however, is when we are looking at these tests in the
hands of self-testers who are a diverse and non-uniform group with
varying literacy, education levels etc.

* In this way — a highly accurate rapid HIV test for professional use may

perform poorly when used by self-tester. Not because the technology is
different, but because of issues such as design, labelling, packaging.



Reliability of HIV rapid diagnostic tests for self-testing

compared with testing by health-care workers: a systematic

review and meta-analysis

Carmen Figueroa, Cheryl Johnson, Nathan Ford, Anita Sands, Shona Dalal, Robyn Meurant, Irena Prat, Karin Hatzold, Willy Urassa, Rache! Boggaley

Summary
Background The ability of individuals to use HIV self-tests correctly is debated. To inform the 2016 WHO

recommendation on HIV sell-testing, we assessed the reliability and performance of HIV rapid diagnostic tests when
used by self-testers.

Methods In this systematic review and mela-analysis, we searched PubMed, PopLline, and Embase, conference
abstracts, and additional grey literature between Jan 1, 1995, and April 30, 2016, for observational and experimental
studies reporting on HIV sell-testing performance. We excluded studies evaluating home specimen collection because
patients did not interpret their own test results. We extracted data independently, using standardised extraction forms.
Outcomes of inlerest were agreement between self-testers and health-care workers, sensitivity, and specificity. We
calculated x to establish the level of agreement and pooled k estimates using a random-effects model, by approach
(directly assisted or unassisted) and type of specimen (blood or oral Auid). We examined heterogeneily with the

I2 statistic.

Findings 25 studies met inclusion criteria (22 to 5662 participants). Quality assessment with QUADAS-2 showed studies
had low risk of bias and incomplete reporting in accordance with the STARD checklist. Raw proportion of agreement
ranged from 85-4% o 100%, and reported x ranged from fair (x 0-277, p<0-001) to almost perfect (k 0-99, n=25).
Pooled k sugpested almost perfect agreement for both types of approaches (directly assisted 098, 95% CI 0-9%6-0-99
and unassisted 0-97, 0-96-0-98; [2=34.5%, 0-97-8). Excluding two outliers, sensitivity and specificity was higher for
blood-based rapid diagnostic tests (4/16) compared with oral fuid rapid diagnostic tests (13/16). The most common
error that affected test performance was incorrect specimen collection (oral swab or finger prick). Study limitations
included the use of different reference standards and no disaggregation of results by individuals taking antiretrovirals.

Interpretation Self-testers can reliably and accurately do HIV rapid diagnostic tests, as compared with trained health-
care workers. Errors in performance might be reduced through the improvement of rapid diagnostic tests for
selftesting, particularly 1o make sample collection easier and to simplify instructions for use.

Lay users can perform HIV rapid
diagnostic tests for self-testing as
well as trained health workers

Instructions for use and packaging
are important to optimise
performance and reduce errors




Concordance of HIV RDT result performed by self-
tester compared to trained health worker

Measured using kappa statistic — 16 studies
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Specificity
as high as 100% (95% CI 99.9 — 100 %)

ITICI

ty and Spec

TV

Sens

Sensitivity
as high as 98.8% (95% Cl 96.6 — 99.5%)

100%

100%

n = 18 studies

95%
90%
85%
80%

Source: WHO 2016



A clinical utility risk-benefit analysis for HIV self-testing

AUTHORS:
C. Johnson'?, C. Figueroa', V. Cambiano®, A. Phillips®, A. Sands®, W. Urassa®, M. Perez Gonzalez*, |. Prat*, F. Terris-Prestholt®, E. Corbett®*, K. Hatzold®, M. Taegtmeyer’, R. Baggaley®

L Werld Health Organiztion, Department of HIV, Geneve, Switzerland: 2 Landon Sehool of Hygiene and Tropical Medicine, London, UK ;. Univer sty Colege Landon, London, UK: & World Heslth Organization, Essential Medicines and Health Products, Genev, Switzeriand;
T e e In the majority of scenarios, risks were exceeded by
— AN | | ¥ ¥ the benefits of diagnosis and linkage... Analysis
——— I |” H ;;_:'“ suggests that net benefit can be achieved even with
- 2 VALAL AR d == 290% specificity and 270% sensitivity in most all

settings considered; provided services linking self-
testers to HIV prevention and treatment services are
functional.

For very high prevalence settings, e.g. sex workers in
Johannesburg (72%), with very low linkage (23%) ,
290% sensitivity and specificity would be needed.

The likelihood of achieving a high-level of clinical
utility using HIVST should be high as studies have
shown HIVST kits can achieve sensitivity (80—100%)
and specificity (95.1-100%).




ARVs for treatment or prevention
can impact self-test results

* ARV drugs work to suppress the HIV
virus and can impact the production

of HIV antibodies. Public health gpprua_ch to quality HIV testing in the
_ context of antiretroviral drugs
* People with HIV who are on ART (or WMeeting report |
those who acquire HIV while taklr_lg ;i;;ﬁ ﬁ;@?ﬁiﬁi?sloﬁgﬁg e AS Pregramme TReseren
PrEP) may have a false nonreactive | | | | |
(n egatlve) Self_test I’eSU|t j:n'l;:;:faltr:;iasct HIV testing technologies, programmatic and surveillance
° I m portant people are made aware ;:: I}c;!l;u:‘i;rlign;e:airr::‘;:}n;zzn was identified in a WHO review of the literature
and those on ART and PrEP can be | | |
. . . s While not recommended by WHO, and usually not beneficial, many people with
directed to appropriate services. HIV and receiving ART do retest

o ART impacts sensitivity of HIV serology tests, but review of evidence suggests
effects are not substantial.

[ Some HIV tests may perform better, or worse, than others, among a population on

ART. Second generation serology tests and oral fluid-based RDTs, including those
used for HIV self-testing, are likely to be most affected.

Source: WHO 2016; WHO 2017



Ensure products are quality assured

Choose products with acceptable specifications

Professional use 2 99% Sensitivity and 298% Specificity in laboratory evaluation

WHO PREQUALIFICATION TEAM: gi

1. Labelling study - Ensure self-testers understand questions. DIAGNOSTICS | 8
Given to at least 200 subjects, representative of end users, in
order to demonstrate comprehension of key messages.

2. Result interpretation study — Ensure self-testers can read Technical Specifications Series
result. A minimum of 400 subjects to interpret the results of for submission to WHO Prequalification -
contrived IVD (e.g. Non-reactive; Range of invalid results; Diagnostic Assessment

Reactive and Weak reactive) among diverse high and low preyv,
education etc.

3. Observed untrained user study —Testing by at least 900 self- Human Immunodeficiency Virus
testing subjects comprising: at least 200 self-testers in each of TSS-1 (HIV) rapid diagnostic tests for
two high-prevalence (>5%), geographically diverse population professional use and/or self-

and at least 500 self-testers from a low-prevalence. testing

Source: http://apps.who.int/iris/bitstream/handle/10665/251857/9789241511742-eng.pdf?sequence=1

% j‘; World Health
7 Organization



HIVST products with WHO PQ, ERPD or approval from
founding member of IMDRF*

Test (manufacturer) Approval

«  WHO PQ products | > B
US$2.00-3.10
BioSURE HIV Self Test ** Blood CE mark through Global
(BioSURE , United Kingdom Ltd) ERPD-3) Fund

'Exacto® Test HIV (Biosynex, France) ~ Blood ~ CEmak |, More information
available via PAHO
strategic fund

Pipeline for

_-- )
products remains o |

HIV RAPID DIAGNOSTIC TESTS
FOR SELF-TESTING

4" EDITION
JULY 2018

HIC, high-income countries; FDA, Food and Drug Administration; ERPD, Expert Review Panel for Diagnostics; Gen, test generation; LMIC, low- and middle-income countries, MRSP: maximum suggested retail price; NA, not available.

* Includes products prequalified by WHO, approved by a regulatory authority in one of founding-member countries of the International Medical Device Regulators Forum or eligible for procurement on recommendation of
Unitaid/Global Fund Expert Review Panel for Diagnostics. ** These products sold in more than one packaging format. .

Note: Product details based on information provided by the manufacturers at the time of report preparation. Unitaid 2018



WHO PQed HIVST

Essential medicines and health products

In the lead-up to Paris AIDS conference, WHO
prequalifies first generic hepatitis C medicine and
first HIV self-test

INSTRUCTIONS FOR USE
You must follow the test directions carefully fo get an acourate resull. Do nal e or drink Jor o Ieast 15 mivunes befure
YOu start the hest or use mMouth deaning products 30 minstes before you start the test

[__ENGUSH |
ORAQUICK:

HIV SELF-TEST

WARNNG: If you ars en HIV treatiment (ARV) yeu may et a taise result. oEL R 40

HOW TO USE THE ORAQUICK® HIV SEI www.oraquickhivsetfest.com

1 HIV antibodies from oral

fluid are collected p— .
through the swab. — _——
~ ORAQuUICK
3 If C-Line turns dark it confirms the HIV SELF-TEST

test is working properly. If no C-Line

appears, the test is not working.

y
)
C{ — est
{ If only C-Line appears, the test i oral t
T ‘ negative.

does not
require RIO%

C{ =

Line indicate the test is positive.

YOU WILL NEED A WAY TD TIME THE TEST Poach contns. test kit test Your

Tes open pauch containieg e test device asd rernove. DO NOT touch Be flat pad with
your fngess. 0O NOT eat o swallow the preservarive.

INTERPRETING RESULTS H Read test results in a well-fit area

st KE contains tvo

stand and instructiens for use. posches.

Fress e Flat Pad Ay aganst yoer gum ang seab 1 akng your upper gem
coce Hg. 1) and your lower gum once (fig. 2|

Taar 0pen e pouch contairiog e tube,

Ramom e cp

Shco the tube ino e stand.

DO NOT pour out the ligus.
DO NOT drink.

battom

#u the flat pad af the way into
e tube st it oeches the

LEAVE IT THERE for 20 MINUTES before reading the
results. DO NOT read She ressit atter 40 minutes.

2 Once the device is
inserted in to the test
tube, the oral fluid
mixes with the liquid and
travels up the test stick.

T —
HIV antibodies collecting at the T-
[
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HIVST In Switzerland

3 products available

Self-testing HIV kit goes
on sale in Switzerland

 Internet and Pharmacy-based
(50-60 CHF)
* NGOs, like Groupe Sida Geneve
AUTMS“TNEST VIH
(®) GROUPE SIDA GENEVE e
-
v T
Product in France with slightly different packaging %s)saﬁ:/to &E
= e
dépistage

Auto-test di Screening

- Ko y
' % Bloswnex i/



Ensure products are quality assured

Choose products with acceptable specifications

« HIVST products should be:

highly sensitive and specific;
simple to use;
have necessary consumables (such as swabs and plasters);

provide results that are easy to read/interpret and that are available in
a short period of time (1-20 minutes after the test is conducted);

disposable in general waste system

 HIVST should be accompanied with:

contain clear pictorial instructions, support tools, info on what to do
and where to go after self-testing

Products that include support tools — such as instructional videos,
hotlines, websites and referral information — should be prioritized.

Products that do not have good stability (that cannot sustain
suboptimal storage) or that are not robust (for example cannot
sustain common user errors) may not be ideal for self-testing.

Other considerations

Cost — consider cost of full service not just unit cost of kit
Options (offering blood and oral)

HIV SELF-TESTING STRATEGIC FRAMEWORK

A GUIDE FOR PLANNING,
INTRODUCING AND
SCALING UP

OCTOBER 2018

HIV TESTING SERVICES

g"e\g World Health
Wy Organization




Implementation considerations
for HIVST




Variety of support tools for HIVST

1. In-person demonstration (one-on-one, with
partners or in groups)

2. Demonstration video (including online links to
videos)

3. Telephone hotline (can be integrated into existing
national hotline services)

4. Short message service through telephone,
Internet, social media

5. Educational information via radio, television,
leaflets, brochures, the Internet, social media and
applications for smartphones/tablets

6. Local information and resources, for example on
counselling services, testing sites, treatment

My life is full of hope

centres and where to access HIV prevention no mater my status.
services like VMMC and PrEP.

Source: WHO 2019, Jamil et al 2019 review —_— ¢ [ @



Where to Begin with HIV Self-Testing

Know your epidemic
& testing gap

Approaches

Considerations

Couples & Partners

Men

Key populations

Young people

Other
At risk populations

(SDC, partners of PLHIV, migrants etc.)

Source: WHO 2018 HIVST framework

Community-based
(outreach, door-to-door)

Facility-based
(PITC, drop-in centres)

VMMC programmes

Workplace programmes

Pharmacies & Kiosks

Integrated in KP
Programmes

Internet & Apps

Integrated in RHS &
Contraceptive Services

Vending machines

Partner-delivered

Benefits & Risks to
Populations

Support tools
Linkage
Increased access

Increased coverage




Where to Begin with HIV Self-Testing

Know your epidemic

& testing gap Approaches Considerations

Facility-based
Benefits & Risks to

Men Populations

VMMC programmes Workplace programmes

Young people

Support tools

Integrated in RHS & Increased access
Contraceptive Services

Increased coverage

Other
At risk populations

(SDC, partners of PLHIV, migrants etc.)

Partner-delivered

Source: WHO 2018 HIVST framework



Where to Begin with HIV Self-Testing

Know your epidemic

& testing gap Approaches Considerations

Community-based Facility-based
Couples & Partners (outreach, door-to-door) (PITC, drop-in centres)

Benefits & Risks to

VMMC programmes

: Support tools
Key populations

Integrated in KP

Programmes Linkage
Young people Integrated in RHS & Increased access
Contraceptive Services
Other Increased coverage
(SDC, partners of PLHIV, migrants etc.)

Source: WHO 2018 HIVST framework



u
$RUE Together Realizing Ubuntu Eswatini
= April24at8:47 PM - @
]
Make sure you get enough pills and continue with uptake even during
COVID-19.

Book for the services by visiting true eswatini.com
#TRUE

Planning needed to
avoid stockouts

 But need to also try and maintain testing services
» to avoid loosing substantial HIV gains
 to support people with HIV who are undiagnosed or unlinked to ART — test & link

&t

It is now easy to get
ART or PrEP refills during

COVID-19

Disruptions in other services due to COVID-19 ﬂ.

Number of countries facing disruptionin other services (n = 61)

+RUZ

HIV Viral load monitoring

Key population services I 17

Voluntary medical male circumcision (VMMC) s 16 H I V te st i ng u pta ke
Condom provision IIII————— 12

Hepatitis B testing I 10

Sexually transmitted infection (STI) services I 9

Enrollment on ARVs I 8 Status of HIV testing Status of HIV testingl
. . Less clients
Pre-exposure prophylaxis (PrEP) I 7 o
Community-based Organizations HIV testing facilities, no treatment Treatment hubs . Missing
Hepatitis C treatment initiation T 6 B More dierts
Needle and syringe exchange for PwiD IS 5 Ml Mo clients

Mo HIV testing services offered aver
Harm reduction I 5 ~ -
Same as before

Contraceptive/Family planning I 5
PMTCT HIV/ EID I 4

0 5 10 15 20 25 30 35 40

Global Fund survey highlighted COVID-19
affecting HIV testing services — w/ 80% of N
respondents with fewer or no clients. 2%




HIVST procurement increasing in some settings

Yuntaid i gRatlas « Way to maintain essential HIV
testing services — especially with
CONSIDERATIONS FOR HIV SELF-TESTING . . . .
INTHE CONTEXT OF THE COVID-19 limited staff and restrictions.
PANDEMIC AND ITS RESPONSE: ] _ ]
RO MERO « Continue index partner testing and

social network testing

* Enable retesting for populations (e.q.
KP groups)

* Digital support tools and models
Increasingly used

https://www.psi.org/wp-content/uploads/2020/06/Considerations-for-HIV-Self-Testing-in-the-Context-of-the-COVID-19-Pandemic-and-Its-Response_FIN.pdf



Realizing the role of HIVST in COVID-19 Context

Considerations for HIVST o
« HIVST may be acceptable alternative to maintain
services while adhering to physical distancing
guidance.
« Important to strategically implement HIVST o A comsliiiion\::;;ulwSI;LF-TESHNG
prioritizing areas & populations with greatest INTHE CONTEXT OFTHE COVID 19
needs and gaps in testing coverage. Countries with HIVST AN OPERATIONAL UPDATE

 HIVST approaches include: programmes

« distribution for personal use and/or sexual and/or Expand and adapt HIVST
drug injecting partners of PLHIV and social

contacts of key populations  replace facility with HIVST (to

« in high HIV burden settings, pregnant women may decongest health facilities)

also provide HIVST Kkits to their male partners.
« use HIVST for partner and

* Priority settings to consider social network testing

* pick up at facilities or community sites _
- online platforms (e.g. websites, social media, Countries yet to use HIVST

digital platforms) and distribution through mail . Lobby for rapid HIVST
» pharmacies, retail vendors, vending machines approval

https://www.psi.org/project/star/hiv-self-testing-during-covid-19/



https://www.psi.org/project/star/hiv-self-testing-during-covid-19/

Community-led model from Viet Nam using HIVST, lay
providers and partner notification, 2017-18

5.3%

92.6% 6.0%

93.8%

94.5%

Vv v J

# reactive

94.9%

v v l

mnlites sedites selfies

# received ART tested reactive

# tested

# positive positive received ART

Lay provider testing Self-testing

Source: Nguyen 2017: https://onlinelibrary.wiley.com/doi/epdf/10.1002/jia2.25301

RESEARCH ARTICLE

Community-led HIV testing services including HIV self-testing
and assisted partner notification services in Vietnam: lessons
from a pilot study in a concentrated epidemic setting

Introduction: T


https://onlinelibrary.wiley.com/doi/epdf/10.1002/jia2.25301

Viet Nam (USAID/PATH Healthy Markets):
Client-directed online HIVST

* View HIVST advertisement
* Complete online risk assessment
* Self-identify HIV testing needs

r—--

Step 1 ®

Online reach &
risk assessment

#STAYHOME
#SELF-TEST

2> Xét nghiém tainha

Chang ngai di xa!

ooooooooo g.com

* Select/fill out online HIVST delivery
order (mail, grab, self-pick up)

* HIVST kits delivered to clients within 48h
* Client confirms receipt through Zalo/SMS

HIVST kit delivery

Perform HIVST, using instructions-for-use
and/or video
Provide feedback to distributors via

telephone, Zalo, SMS within 7 days
If no feedback, distributor calls the

client. , , .
Grab’ delivery

Follow-up HIVST

Slide curtesy Dr. Kimberly Green, Global Director — HIV & TB, PATH f‘?ﬁi\lus AID PATH
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Ukraine (Serving Life): HIVST to continue
Index testing during COVID-19

Partners with reactive

OraQuick delivered results are referred to
either at home or AIDS Center for

handed off at a public confirmatory diagnosis
location. and treatment

Opts for HIVST HIVST result initiation.
>

HIVST delivery Referral
Index client specifies Index client contacts
preference for HIV self- social worker or social
testing for partner worker follows up with
notification. index client for result.

PATH

POIIAOCe//I2ZO0

Slide curtesy Dr. Kimberly Green, Global Director o
— HIV & TB, PATH = USAID

% mg‘ﬁ* FROM THE AMERICAN PEOPLE
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IAS decision framework for differentiated HIV testing: https://www.iasociety.org/HIV-Programmes/Programmes/Differentiated-Service-Delivery/Resources
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Questions?

More information and any follow-up questions: Johnsonc@who.int
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