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Testing shows decline in new infections, especially in ESA and WCA

Change in number of new HIV infections 2010-2022, and number of new HIV infections 2022, globally and by region
Source: UNAIDS epidemiological estimates, 2023 https://aidsinfo.unaids.org/
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Progress toward Global targets: HIV testing innovations

#PLHIV &
?,\ﬁ?ig?]i?d Scale-up of successes — but gaps remain: Target 2025 2030 Test
40 - Costs of additional testing increasing, challenging to
effectively focus and rationalize core and additional
35 testing
» Testing moving to communities, Opt-Out
Countries achieving 95-95-95 & ART coverage high:
30 - 86% PLHIV diagnosed
29.8 million on ART (2022)
25 Initial decelerated increase: » More HTS options: HIVST, partner testing, social
» Testing largely confined to health network appro.ach.es, commfmity approaches,
0 sector testing DSD, decentralization to achieve success
15 Epidemic shifts point toward HIV testing
future continuing case-finding while also
10 enabling high impact prevention
Initial slow start to steep increase
B In 2005 ~10% PLHIV diagnosed & 700,000 on Self-testing will play a key role in how we
] < ART by the end of 2004 maintain gains and scale-up prevention.
N » RDTs & PITC had big impact on scale-up
O [ [ [ [ [ [ [ [ [ [ [ |

2005 2010 2015
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Source: WHO forecast 2020; UNAIDS 2021; WHO 2005; CHAI 2015; WHO, UNICEF, PEPFAR, GFTAM 2018; GAM reporting 14 October 2020



Progress toward Global targets — testing to help bend the curve

Even though new infections
declined since 2010, the
2025 target (<370 000) of
new infections may not be
realized with the current
trajectory

There are still HIV-negative
individuals at high ongoing
HIV risk who remain
unreached by high-impact
HIV prevention services

orld Health
rganization
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Global trends in people acquiring HIV and people dying from HIV-related causes,
2010-2022 and projections to 2030

Epidemiological progress Projected Projected impact of
until the end of 2022 impact of scaling up and achieving
2500000 scaling up and the 2030 GHSS® targets
achieving
the 2025
GHSS® targets
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targets targets
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2010 2022 2025 2030

== Annual number of people acquiring HIV == Annual number of people dying from HIV-related causes

Note: The United Nations global targets for 2025 are twinfold: reducing the number of people acquiring HIV to less than 370 000 and reducing
the number of HIV-related deaths to less than 250 000. To end AIDS as a public health threat by 2030, the targets are a 90% reduction of the number
of people acquiring HIV and dying from HIV using 2010 as the baseline.

Sources: Avenir Health using 2025 targets and UNAIDS/WHO epidemiological estimates, 2023.

2 Global health sector strategies on, respectively, HIV, viral hepatitis and sexually transmitted infections for the period 2022-2030.
Geneva: World Health Organization; 2022 (https://apps.who.int/iris/handle/10665/360348, accessed 7 July 2023).
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Global Progress towards the 95-95-95:

Testing, Treatment and Viral load suppression targets 2015 and 2022

* Despite achievements, many
at higher and ongoing risk
remain unreached

 Most unreached by HTS
globally are KP, partners of
PLHIV, and people with co-
infections including STls, and
viral hepatitis

* |n Sub-Saharan Africa, men
and young people remain a
priority

100 2025 target

90
80
10
60
0

Per cent

40

30

20

10
0

People living with HIV on treatment
who have suppressed viral oads

People who know their
HIV status and are on treatment
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Gaps in testing for Key Populations
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(n=13) men who have inject drugs people in prisons (aged 15-49 years)
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How to read The median HIV prevalence among countries that reported these data in eastern and southem Africa was:
Upper extreme 29.9% among sex workers.

Upper quartile

x Mean
Median

Lower quartile
Whisker

Lower extreme

12.9% among gay men and other men who have sex with men.
21.8% among people who inject drugs.

among transgender people.
5.5% among people in prisons.

The estimated HIV prevalence among adults (aged 15-49 years) is 5.9% [4.9-6.9%].

Sources: UNAIDS Global AIDS Monitoring, 2023; UNAIDS epidemiological estimates, 2023 (https://aidsinfo.unaids.org/).

Notes: n = number of countries. Total number of reporting countries = 21.

The adult prevalence uncertainty bounds define the range within which the true value lies (if it can be measured). Narrow bounds indicate that an estimate is precise, while wide bounds
indicate greater uncertainty regarding the estimate.
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Men continue to lag in knowledge of HIV status

Progress towards 15t 95 (15+ years)

2017 I 2018 % 2019

Women
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2020 I8 2021 B9 2022

100

Men

83%

Percent of people iving with HIV who know their status

* 90% of women & only 83% of men (15+) with HIV aware of
their HIV status in 2022

e Of these, 93% of women and only 86% of men (15+) had
access to treatment

* AIDS-related mortality declined by 55% among women and
girls and by only 47% among men between 2010-22

We need a strategic mix of differentiated HTS approaches to
reach more men and link them to appropriate prevention
and treatment services

Reaching men with testing has huge impact on men &

women

Had additional efforts to reach, test & maintain men in ART at levels equal
to women, 50% new infections in AGYW could have been averted, bringing
gender equality in the HIV burden

Growing gender disparity in HIV infection in Africa: sources and policy implications, Monod,
2023 doi: https://doi.org/10.1101/2023.03.16.23287351
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Differences in coverage of testing for HIV and syphilis in preghant

women visiting ANC in 10 countries, 2016-2018

HIV testing rate I Syphilis testing rate

€@ Difference in testing rates
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o 119 4
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Y 599%
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40% — @ 35%
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: lgf:-f 5
20% — . 6%
10% —
2%
0% — ——
Mozambique  Uganda Zambia Malawi Ethiopia Kemya South Africa India Migeria Indonesia

- ; ; ; ; ; i Wi biatw

E HIV  15.0% 7.3% 143% 11.7% 1.2% £.2% 23.7% 0.2% 3.0% 03% 15‘1’25%55 Ben

E Syphilis  4.6% 2.0, 3.5, 1.0% 1% 1.4% 2.0% 0.38% 0.8% 3.2% ;iﬁéﬂ?ﬁ?ﬂ;ﬁﬁls

ANC = antenatal care

Source: Storey A, Seghers 5, Pyne-Mercier L, Peeling R, Mewman Owiredu M, Taylor M. Syphilis diagnosis and treatment during antenatal care: the potential catalytic impact of the dual HIV and
syphilis mpid diagnostic test. Lancet Glob Health, 2019; 7(8): 21006-21008.

Syphilis testing rates
in ANC suboptimal
and lagging behind

Introducing dual
HIV/syphilis rapid tests as
the first test in ANC is a
cost-saving approach to
reducing mother-to-child-
transmission in all settings

Dual HIV/syphilis RDs can
help close the gap!

12



Global STl situation

Syphilis and congenital syphilis case rates increasing in some Regions

Fig. 6.2 Estimates of the total number of new cases of syphilis among people aged 15-49 years Fig. 6.3 Estimates of congenital syphilis case rates per 100 000 live births, global and by WHO
by WHO region, 2016-2022 region, 2016-2022
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Case finding and equity priorities for HTS

. . The Global Alliance to End AIDS in Children by 2030
Vision to end paedatric AIDS by 2030 y
focuses on addressing key gaps:

1. Missed opportunities for testing and S
late testing; ® ®
2. Ineffective linkage and lack of A)
support on re-engagement in care
where needed; transmission;
3' SUbOpt|ma| tes‘t_lng frequency and While 81% of pregnant women living In 2021, there were an estimated The number of children on treatment is
Offer Of p revention with HIV were receiving antiretrovirals 160,000 new HIV infections in children not increasing, and 800,000 children (0-
in 2021, only 52% of children living with (0-14 years) 14 years) and 400,000 adolescents (15-
. . . HIV l iving ART 9 livi ith HIV
4.Lack of low-barrier service delivery e e eatment
and restrictive policies (e.g. age of
consent for testin - - -
9) Children and adolescents being left behind and

need focused effort

S

g’@ World Health
¥ Organization https://www childrenandaids.org/global-alliance

———


https://www.childrenandaids.org/global-alliance
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Prioritize quality testing to prevent misdiagnosis

* Maintaining good quality of testing essential for the prevention of misdiagnosis

Preventing HIV misdiagnosis
Implementation guide

* Priority to transition to 3-test strategy

* WHO recommends that an HIV-positive diagnosis be made based on three
consecutive HIV-reactive results. This is increasingly important as treatment-
adjusted HIV prevalence and national HTS positivity continue to decline over time.
The use of 3 tests, in the right order, can increase the PPV.

r ) n-n--‘ﬂﬂ ﬂh !.

* Testing quality is critical: Avoid misdiagnoses
o Using the serial 3 test strategy in all epidemic settings
o Re-testing before ART initiation
o Conducting verification studies to determine the most suitable HIV testing
algorithm

o Instituting strong quality management systems

* Retesting is recommended for the following people
* With HIV-inconclusive status, after 14 days
* Prior to ART initiation (rule out human errors and prevent misdiagnosis).
* For monitoring in HIV prevention programmes — PrEP, PEP, ANC, VMMC,
Q‘f@@“@, World Health
(& Organization
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i

temationd! AIS Society 2017, 2fSupel €)21755
I 1755
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To err is human, to correct is public health: a
g systematic review examining poor quality testing and
misdiagnosis of HIV status

Cheryl C. Johnson*%, Virginia Fonner
Vincent Wong” and Rachel Baggaley®

3 Anita Sands", Nathan Ford", Carla Mahklouf Obermeyer®, Sharon Tsui®,

e, abstracts and ey |erature published from 1 1anuary 1990 ta

5 and reported an HIV misdiagnosi, facters

Clinical Infectious Diseases

BRIEF REPORT

The Cost of Not Retesting: Human
Immunodeficiency Virus Misdiagnosis
in the Antiretroviral Therapy
“Test-and-Offer” Era

Jefirey W. Eaton,' Cheryl C. Johason " and Simen Gregson'

We compared estimated costs of retesting human immuno-
deficiency virus (HIV)-positive persons before antiretroviral
therapy (ART) initiation to the costs of ART provision to mis-
diagnosed HIV-negative persons. Savings from averted unnec-
essary ART costs were greater than retesting costs within 1 year
using assumptions representative of HIV testing performance
in programmatic settings. Countries should implement re-test-
ing before ART initiation.

Keywords. HIV testing; misdiagnosis; antiretroviral treat-
ment; cost-benefit analysis.




Negative predictive value and positive predictive value

for 2 vs 3 test stratec

Negative predictive value Positive predictive value

100% -

i -
The NPV of both two- 95%

test and three-test Etfﬂt&g}f
strategies is similar at

low and high positivity 90% - — I-tast
rates among testers.

Bﬂu;."lu - L] L] L] L] ¥ L] L] I
20.0% 5.0% 1.0% 0.3% 20.0% 5.0% 1.0% 0.3%
Positivity among testers (log scale)

Positive predictive value drops off substantially as
¢ 7D World Health HIV positivity in population being tested drops

V9%
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WHO recommended 3-test algorithm

Performance characteristics e
Highest sensitivity Al . | .
(to rule in all positives [true +false])
Al-
Highest specificity (>Al) A2 and A3 Report HIV-negative
(to rule out all false positives) Y
Perform A2
I
v v
. . . Al+ A2-
To prevent misdiagnosis '
4
WHO recommends that an HIV- Repeat Al
positive diagnosis be made . | .
based on three consecutive e /a1 Aele A2 /AL
- il Report HIV-inconclusive,
HIV-reactive results. Report HIV-negative ep?;est in'??;;}fwe
Perform A3
|
h 4
The WHO three-test strategy Repoﬁlﬁfﬁngoﬁi[usive
shoulc?l not be confused with a retest in 14 days ¢ sﬁ[ﬁ‘} World Health
tiebreaker strategy: %Y Organization



Implications for transitioning to the WHO

Estimates and projections for HIV rapid test kit usage
standard 3-test strategy

(2000-2025), Malawi, and implications for HIV testing

 More accurate HIV+ diagnoses Testi ”
esting Strategy Positive
* Increases inconclusive results: Predictive Value (PPV)

* A1+/A2+/A3- ruled inconclusive... but most oo
will be confirmed negative at day 14 (a good
thing, otherwise, they would go on ART).

* Important for treat all and rapid initiation

HTS Programme Cost

Testing Strategy o’

— Tiwo-test e?
£15m- #
mm Three—fest

99% -

98% - »
$10m

 Cost-effective overall 97% | ~s

» Without even considering cost of misdiagnosis and
unnecessary ART initiation

#
Cost (USS millions)

F5m
96% -

Positive predictive value (PPY)

O5% 4 $0m-
2000 2005 2010 2045 2020 2025 2005 2010 2015 2020 2025

« HTS programme costs are comparable — see Malawi Number of Test Kits Used
example

* Incremental cost of 3-test vs. 2-test algorithm
<2.5% for positivity below 5%

» Continued efforts to minimize costs are needed, by
having good coordination and exploring ways to
reduce cost of delivering first test

Two—test strategy Three—test strategy

e
1

fet
L

Test kits used (millions)

* Need to consider ways to ease implementation

» Greater expansion of test for triage and HIV self-
testing

(=
L

2005 2010 2015 2020 2025 2005 2010 2015 2020 2025

Source: WHO GL 2019; WHO/UNAIDS/Malawi Department of HIV/AIDS, 2019 derived from Maheu-Giroux M et al AIDS 2019. DOI: 10.1097/QAD.0000000000002386.



Testing strategy for dual detection of HIV and syphilis infection for ANC settings

. : }

l l l

A1: HIv-, TP- Al HIV-, TR+
Report HIV-negative Report HIV-negative

Repart syphilis-pasitive {r I
o . indicative of either
Report syphilis-negative current or past/resolved
infection
¥
|
Y Y

Al: Assay 1, A2: Assay 2, A3: Assay 3, TP

i mal pallidum (syphilis). Al+; A2+ A3-
A A Report HIV-inconclusive,

retest in 14 days

Als; A2+ A3+
A1 [Assay 1) is a dual HIVisyphilis rapid Repart HIV-positive
dizgnastic test (ROT).

A2 and A3 (Assay 2 and Assay 3} are HIV RDTs oo

Report syphilis-negative
enzyme immunoassays (ElAs). P ¥p g

Report syphilis-negative
‘When resolving discrepant results, all reactive TP

{syphilis) results, including A1 : TP+ or Repeat Al:

[P+, should be referred for treatment and further

testing according to natienal guidelines.

When resplving discrepant results, if A1 and

Repeat Al are both TP {syphilish nonreactive

results, repost syphilis-negative.

https://www.who.int/ reproductivehealth/publications/rtis/syphilis-
ANC-screenandtreat-guidelines/en/

y

Report syphilis-positive,
indicatiwe of either current or

pastiresolved infection

E

&1z HIV=, TP- or HIV+, TP+

Al: HIV-
Repeat Al: HIV+, TP- or
HIV+, TP+

Report HIV-inconclusive,
retest in 14 days

If Al or Repeat A1 is TP
reactive, report syphilis-
positive, indicative of
either current or past/
resolved infection

If Al and Repeat Al is
TP nonreactive, repaort
syphilis-negative

v

Al HIV+, TF- or HIV+, TP+

AZ: HIV-
Repeat Al HIV-, TP- or
HIV-, TP+

Repart HIV-negative

If Al or Repeat A1 is TP

reactive, report syphilis-

positive, indicative of
either current or past!
resalved infection

If A1 and Repeat Al is
TP nanreactive, report
syphilis-negative

Penicillin is prevention: all

women whose dual

HIV/syphilis test results include
a reactive TP (syphilis) result
should be treated using
benzathine penicillin and
referred for further testing to
provide final diagnosis of
active syphilis

Rapid dual HIV/syphilis test

cannot be used for:
women with HIV on ART

« women already diagnosed
with and treated for syphilis
during their current
pregnancy

* retesting for HIV before ART
initiation.



Principles for the selection of HIV products

—Verification study-

Performance characteristics

Correctness of the final HIV status is dependent on:

Highest sensitivity > Specificity of the individual products used (for A1, A2, A3), and

(to rulein all positives [true + false]) » Probability that any specimen that is falsely-reactive on the first
Highest specificit assay (Al) is not also falsely-reactive on the second assay (A2)
8 P y A2 and A3 and third assay (A3)

Al i

(to rule out all false positives)

: It is suggested to conduct a verification study of the new testing algorithms in order to:

1. Identify the combination of products which have minimum possible common cross-reactivity to reduce
i the risk of false HIV-positive diagnosis. (Note: Products from the same manufacturer should not be used as
part of the testing algorithm to minimize common cross-reactivity)

2. Not intended to reevaluate sensitivity and specificity of individual products!

P WHO supporting verification studies and developing country-facing QMS
\(;/’ ,2 \:)/ World Health tool kit for non-lab settings to optimize limited resources and help pave
\L\\ %9 A"/ Organization the way for future sustainability and local production priorities
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Summary of
new and updated
recommendations

1> )y World Health

o

rganization

Self-testing

NEW: HIV self-testing may be offered as an additional option for testing at facilities (conditional
recommendation, low-certainty evidence).

NEW: HIV self-testing may be used to deliver pre-exposure prophylaxis, including for initiation,
re-initiation and continuation (conditional recommendation, low-certainty evidence).

NEW: Syphilis self-testing is suggested as an additional approach to syphilis testing services
(conditional recommendation, low-certainty evidence).

Network-based testing services

NEW: STl partner services should be offered to people with STls as part of a range of options based
on their needs and preferences and within a comprehensive package of voluntary STI testing, care
and prevention (strong recommendation, low-certainty evidence).

UPDATED: Social network testing services may be offered as an additional HIV testing approach as
part of a comprehensive package of care and prevention (conditional recommendation, low-certainty
evidence).

HIV testing strategies

NEW: HIV recency testing is not recommended as part of routine HIV testing services (conditional
recommendation, low-certainty evidence).



What do WHO guidelines say about recency?

In 2022, WHO issued guidance on the

use of recency essays for HIV for HIV surveillance
surveillance

Using recency assays

2022 technical guidance

Recency assays in surveillance

\

& rl N Source:
:@‘L\é (v)vrorEII(I:’I] I;IS?II(EE https://www.who.int/publications/i/item/978-92-
2 Urg 4-155058-1

are used in estimating HIV incidence in cross-sectional
surveys and epidemiological studies

help understand patterns and distributions of both new and
long-standing HIV infections

The utility of recency testing is demonstrated in population-
based surveys to measure HIV incidence

May be used for estimation of HIV incidence for population
surveillance, evaluation of the impact of preventive
interventions, and selection of a population for recruitment
to a clinical trial on the efficacy of a new preventive
intervention or early treatment.

Uses an antibody-based algorithm that identifies infection
less than a year ago versus more than a year ago using
biomarkers.

New: HIV recency testing is not recommended as part of routinely offered
HIV testing services (conditional recommendation, low-certainty evidence)

* Recency testing should not be incorporated into national diagnostic
algorithms

* Use of recency assays not recommended for individual clinical use
or management

Reasons why recency testing is not recommended:

e Currently no WHO-prequalified recency assays

e Recency assays do not identify acute HIV infection
* Recency assay is not a diagnostic test.

* The proposed use case for recency testing in routine testing to
identify case clusters/hotspots is not supported by evidence.

* No diagnostic benefit of recency testing identified - everyone
offered immediate ART, regardless of when HIV was acquired.

* Harms associated with recency testing are not well documented in
the literature (may be significant)

* |nroutine HTS, not ethical to withhold results from clients.


https://www.who.int/publications/i/item/978-92-4-155058-1
https://www.who.int/publications/i/item/978-92-4-155058-1
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WHO recommends a strategic mix of differentiated HTS approaches

0 Facility-based HTS remains a priority and should be routinely offered to all clients of unknown
or HIV-negative status. This includes offering HIV testing in a facility, identifying key entry points
for both in-patient and out-patient clinics, malnutrition clinics, ANC, TB, STI, family planning

L services

Focused community-based (in addition to routine offering of facility-based testing):
Offering HIV testing in natural setting of the community with linkage to prevention, care and
treatment services, e.g. outreach, CBOs, workplace, clubs, bars.

O O
< Network-based testing includes a range of approaches (partner services, social network
||: ‘I | testing, family and household testing services) that can extend testing to partners, family
258

members, and other members of social networks. Network-based testing can include
distribution of self-tests and should always link to both prevention and care services.

™, | i
2.7&—3,
& ,'g Social network testing (part of network-based testing) is now recommended for everyone, and
no longer limited to key populations

| HIV Self-testing: Offering self-test kits for individual, and/or their partner, enabling them to
¥ collect their sample (oral or blood), perform tests, and interpret results privately. All reactive

results need confirmation.
RN
@) et
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Strategic principles for differentiated testing services

Testing approaches need to consider

QUALITY of CARE

three dimensions for implementation: __
1. Mobilizing and creating demand e L R restinG &7 LINKING

for testing
2. Testing service delivery
3. Linkage to post-test services creating demand

Mobilizing and

When Continuous, intermittent ar
focused

Testing
implementation

Time of day and frequency

Linkage

Time period for linking and
frequency of monitoring

Where Location of mobilization
activities

Health facility, other facility,

community, homes

Location of linkage
activities

Who Who does the mobilizing?

Who does the HIV testing?
Self-testing and/or health
workers?

Who supports linkage to
prevention or ART initiation/
re-initiation?

What What package of services
and demand creation
interventions?

HIV testing alone or
integrated with other
services?

What linkage interventions?

Source: Adapted from |AS 2078 (5).

LESSR

@v World Health
& uOrganlzatlon

Source: WHO 2024, IAS 2018



Understanding testing services: a cross-cutting perspective

Different purposes for testing

» Case-finding focused testing: Implementation focused on
reaching undiagnosed individuals and facilitating linkage to care.
Generally, includes specific targeted testing outreach.

o%: moBILIZING

Facility-
based

* Prevention focused testing: Ensuring those people stay
negative and identifying new infections early in those with high
ongoing risk. Core services e.g. PMTCT/ANC, KP etc

« Aim is to achieve a strategic mix that is person-centered and
contributes to larger treatment and prevention goals.

Network- Testlng

based .

Community-
based

Different scale and providers

» Diagnosis with rapid tests and includes range of cadres often lay
providers, community workers as well as self-testing and self-
sampling

[ON©)
—
firP o - o
» Testing providers have many tasks including mobilizing, testing,
Self-testing linking; often integrating work with other disease

» Testing sites vary widely (mobile & fixed, big & small, high & low
{‘{’@@‘3&, World Health throughput). _In some settlng_s testing in ANC_/PHC settings z_;md
(& Organization lower-level sites without clinical labs and limited staff capacity



Service delivery setting

ANC X X X X
Contraception X X
Standalone VCT sites X X X X
Inpatient & outpatient department X X X
Emergency departments X X X X
TB clinics X
] e e STI clinics X X X X
Some Integration priorities for e 5 y
consideration for HTS Malnutrition clinics . x ‘
Commumitytestingapprosches
Community outreach (KP) X X X X
Community outreach (GP) X X X
Workplaces X X
Addionaltestmgspprosches
Prisons and closed settings X X X
PrEP/PEP programmes X X X X
VMMC sites X X
Network-based testing X X X X

World Health )
Y Organization Self-testing X X X

* This table is not exhaustive. It is important to adapt integration priarities based on local context and resources, epidemialogy,
ca-infections and populations being served.
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The self-care revolution: Why self-care?

Self-care is the ability of individuals, families and
communities to promote health, prevent disease,
maintain health and cope with illness and
disability with or without the support of a health
worker.
HEALTH SYSTEMS

SELF-CARE

SELF-MANAGEMENT
Self-medication, self-treatment, self-examination,
self-injection, self-administration, self-use

SELF-TESTING
Self-sampling, self-screening, self-diagnosis, self-
collection, self-monitoring

SELF-AWARENESS
Self-help, self-education, self-regulation, self-
efficacy, self-determination

EVERYDAY LIFE

&’@ World Health
|

sy "
(&Y Organization

———

Self-testing is a process in which an individual collects
their specimen using a simple RDT, performs the test,
and interprets their result, when and where they want.

&
e 2 o

Availability, accessibility
and quality interventions to
complement facility-based
interventions

Active and informed
participation of
individuals

Autonomy through Increased options for
informed when and how clients
decision-making seek healthcare

wzzmhr . 72} World Health

research for impact L J = 0'93"'13‘.0"




SELF-TESTING

« Self-testing recommended across conditions and diseases

« Self-testing and self-care becoming standard of care across many different areas

* No difference in blood vs oral self-tests
« Both accurate and acceptable - no difference in uptake

« HIVST recommended in health facilities
« Complimenting existing provider-administered HIV testing

SIS /A

» Replacing risk-based screening tools

IH i )
1

 HIVST recommended for PEP and PrEP (oral & DVR)

« Covers PrEP initiation, re-initiation and continuation
« No need for further testing to confirm negative results
« Ongoing research for long-acting injectable PrEP is needed

« Syphilis ST, including dual HIV/syphilis ST, recommended

« More multiplex ST likely in the future, Critical opportunity for integration

World Health
Organization
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HIVST recommended in health facilities

HIV self-testing may be offered as an
additional option for testing at facilities
(condlitional recommendation, low-certainty

evidence).
Challenges/Limitations with Facility-based HTS

Suboptimal HIV testing for those with HIV-related
risk (in family planning and STI clinics)

. Missed opportunities for priority populations not
routinely offered HTS when presenting at the
facilities (STI clients, TB patients, FP clients, men)

Worsened by the use of risk-based screening tools

Offering risk-based testing is inferior to HIV testing

«‘/’@ World Health

\\t#¥ Organization

7455

r
4

. 0 FaC|I|ty based HIV tests contributed to almost 90% of all

- tests conducted in the African region
~

S
Optimizing Facility-based HTS to be inclusive and accessible

to missing populations is critical

Facility-based HIVST:

replacing risk-screening-out tools

compliments provider-administered testing (not replacing it)
may increase testing uptake for specific populations, and
increase positivity

has the potential to reduce barriers to testing

Should be routinely monitored and reported as part of the

national HIV response



Facility-based HIVST: Case-finding focused or Prevention focused

Case-finding focused HIVST

Helps diagnose PLHIV at high risk and
initiate ART as soon as possible

Increase routine offer of FB HTS in key
entry points (PHC, OPD, FP, STI)

Replace risk screening tools to simplify
and streamline HTS in facilities

Increase offer in KP settings (clinics and
drop-in centers)

Secondary distribution for SN, sexual
partners, new HIV cases, and PWID
partners

Prevention focused HIVST

HIVST part of implementing and monitoring
prevention services

helps support HIV-negative people to stay
negative (monitoring)

ANC — retesting & male partner testing

VMMC — uptake and offering those accompanying
VMMC clients

PrEP — initiation, re-initiation, continuation
PEP — beginning and end of course
Dapivirine Ring — throughout usage

: . ¢ ‘i’ \, World Health
Harm Reduction clinics @Orgamzatnon



HIV self-testing for PrEP and PEP

HIV self-testing may be used to deliver pre-exposure prophylaxis,
including for initiation, re-initiation and continuation (conditional
recommendation, low-certainty evidence).

HIVST at start

HIVST for PrEP initiation
or end of PEP

\

J

e HIVST may be considered for use in post-exposure

prophylaxis (PEP) i
PEP/PrEP
e HIVST can be used for initiation, continuation, and re- demand

creation

initiation of PrEP

e Could simplify PrEP delivery by reducing the need for

frequent clinic visits

e Should be driven by client needs and preferences

e HIVST in PrEP helps streamline HTS requirements for oral
PrEP (daily and on-demand) and the dapivirine ring (DVR)

* No need for further testing to confirm negative results

0

HIVST for PrEP re-initiation/continuation

As prescribed: every 3 months (often linked to refilling)

0000

As needed: can be used for stopping and re -starting PreP

0 0

1 4 7 10

As desired: can be for testing between recommended visits/refills

0000000

Source: WHO 2024, WHO 2024 Months since PrEP initiation Slide adapted from Katrina Ortblad
* Ongoing research on the role of HIVST in the use of long-
acting injectable PrEP (CAB-LA) (72, World Health
https://www.who.int/publications/i/item/9789240095137 https://www.who.int/tools/prep-implementation-tool \g@@,ﬁ/ Organization



https://www.who.int/publications/i/item/9789240095137
https://www.who.int/tools/prep-implementation-tool

Syphilis Self-testing

WHO suggests offering syphilis self-testing as an additional
syphilis testing approach (conditional recommendation, low
certainty in evidence of effects)

e Offer within broader programme and package

A

of services - access and linkage to confirmatory
testing (where available) and immediate
treatment initiation

Use quality-assured products

Epidemiology and context: where to deliver
self-testing to specific populations and in
certain geographies.

Clear messages : confirmatory testing and
treatment

\y World Health

=<

@&
Vg o
¥y Organization

————

5 studies reported on dual HIV/syphilis self-tests
2 reported on single syphilis self-tests
None on T/NT RDT

Greater testing uptake (p=0.03)
No significant difference in test reactivity

No significant difference in linkage to confirmatory
testing

No evidence of increased social harm or adverse
event.

High acceptability among MSM, TGW and FSW &
providers in China, Zimbabwe and the US

Lower cost per person tested than existing facility-
based testing (China and Zimbabwe)



WHO recommendation on HCV self-testing

Hepatitis C virus (HCV) self-testing should be offered as an additional
approach to HCV testing services L e i e )

(strong recommendation, moderate-certainty evidence)

WHO prequalifies the first
self-test for hepatitis C
virus

Remarks

* HCV self-testing needs to be followed by linkage to appropriate post-test (@) ooy
services, including confirmation of viraemic infection, treatment, care and
referral services, according to national standards.

* |tis desirable to adapt HCV self-testing service delivery and support
options to the national and local context, which includes community

p re fe rences. RECOMMENDATIONS AND GUIDANCE ON
HEPATITIS C VIRUS

SELF-TESTING

JURY 2021

 Communities, including networks of key and vulnerable populations and
peer-led organizations, need to be meaningfully and effectively engaged in
developing, adapting, implementing, and monitoring HCV self-testing
programmes.

HEPATITIS TESTING SERVICES

¢ ’! \, World Health
W& Organization

Source: WHO 2021



HCV self-testing does not provide a definitive diagnosis of chronic HCV infection —

All reactive HCVST results
need to be followed by
further testing to confirm
viraemic infection and
additional clinical
assessment before
starting treatment

7Y, World Health
¥/2 Organization

o

HCV self-testing strategy

Perform HCV self-testing

Reactive HCVST result

Link to further testing by a trained
provider to confirm chronic HCV
infection and perform treatment
assessment

Non-reactive (negative) HCVST result

Link to prevention services if ongoing
risk. Retest if recent potential
exposure and consider periodic
retesting if at ongoing risk

38



Variety of support tools for HIVST

Virtual interventions have
improved access to HIV testing,
treatment and prevention
services

These can be adapted for local

context and community
preferences

g@ World Health
W99 Organization

In-person demonstration, training or observation (one-on-one,
with partners or in groups). Consider peer support/led options for
key populations.

Video instructions or demonstration (including online links to
videos, QR codes, and virtual real-time support).

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

Messaging platforms (short message service through telephone,
Internet, social media).

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

Local information and resources (for example, on counseling
services, testing sites, treatment centers and where to access
prevention services).

online distribution of self-test



VIRTUAL INTERVENTIONS

* Interventions that use any of the strategies or O
approaches virtually without coming face to face BOLICY BRIEF .
with the client is called virtual interventions. Virtual interventions in response
to HIV, sexually transmitted
» This can be internet-based awareness, social infections and viral hepatitis

Innovate—Implement—Integrate

media posts, demand creation or mailing a HIV
self test kit

*  With the experience of COVID -19, globally HIV
programs are looking for ways to mitigate the
impact on the HIV programs

* Virtual interventions help programs to continue
providing services to the populations without
coming to the facility.

Source: UNAIDS and WHO Policy brief, 2022
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No recommendation on the use of HIVST test kits for

parents/guardians to test children

NEW: Caregiver-assisted testing using HIVST: There is Use comprehensive HIV testing
insufficient evidence to support caregiver-assisted approach for infants and children

testing using HIVST kits currently

f N
# [nfant diagnosis as a multi-step process * Dﬁtﬁfmme thzﬂlf:’dwm sl;atus.nf
o . * Same-day testing and return of results el intants .E!'I chidren attending:
this does not mean WHO recommends o . — Malnutrition wards
# Confirmatory testing of all infants
against it diagnased with HIV as ART is initiated - T8 wards
o WHO d I * End-of-exposure diagnosis with - ~ Inpatient wards
oes urge already recommended ase-approprite test Infant  Facility-based - In the absence of the mother,
approaches to reach children diagnosis  testing B
* EID, index/family testing, Indicator testing s <
. . oy e e . . * Test known HIV- d -
(eg testing in malnutrition clinics) Screening s and chidn Targeted :'Ett":‘“”‘ based
tools to screen in clinical settings whenever they present sick testing tes ing
» (ffer to determine the Services

exposure status of infants
and children wha present to

outpatient and immunization clinics « Families and household testing for

infants and children living in the
household of known HIV-positive
parents or siblings

* Community-based outreach for adolescents
with high ongaing risk, such as key populations

* Screening-in tools, self- or provider-administered, to
encourage testing for children and adolescents who # Social network testing of contacts

would otherwise not be tested with HIV risk
. b A

Source: WHO consolidated HTS guidelines, 2024

World Health
Organization
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Self-testing toolkit

WHO developed a self-testing implementation tool for HIV, HCV and syphilis file e Siems WEmnE =

Home / Tools and toolkits / Self-testing implementation toolkit for HIV, hepatitis B and syphilis

* The toolkit provides practical guidance, tools, and resources to support
countries in implementing self-testing for HIV, viral hepatitis and STls.

* Focuses on HIV self-testing (HIVST), HCV self-testing (HCVST) and syphilis (SST)

* Follows a modular framework providing guidance and resources for the process
of implementing self-testing services including:

o understanding self-testing: principles, guidance

hepatitis C and syphilis

o policy and planning

o product selection and procurement

https://www.who.int/tools/self-testing-implementation-

o Implementation: demand generation, distribution models toolkit-for-hiv-hev-and-syphilis

o monitoring and evaluation

Become familiar . .
Find technical resources

. ] with self-testing Based on requirement and relevance, according to needs and
e Has a main document plus web page with modules and resources coneept and select thematic area context
Module 2: % ﬂ Module 4: @Q
Understanding
self-testing as LN V17
part of self-care d0m hod
e for HIV, HCV Module3: =&’ Module 5:
g@*& World Health SRR
&y Organization



https://www.who.int/tools/self-testing-implementation-toolkit-for-hiv-hcv-and-syphilis
https://www.who.int/tools/self-testing-implementation-toolkit-for-hiv-hcv-and-syphilis

Health Topics v Countries v

Newsroom v Emergencies v

About WHO v

Home / Tools and toolkits / Self-testing implementation toolkit for HIV, hepatitis B and syphilis

Planning and preparation

When considering HIVST, HCVST or SST
introduction, developing a plan that will guide
implementation, policy and regulatory
development is important.

More information and resources

{73y World Health
W3V Organization

Demand creation

Demand generation strategies for self-testing
involve community mobilization, social media
campaigns, digital marketing, and coordination
mechanisms with stakeholders to integrate self-
testing.

More information and resources

Distribution models for self-testing

A range of service delivery and distribution
models are effective in increasing the uptake of
testing for HIV, HCV and syphilis and reaching
people with the disease who are undiagnosed
or those at ongoing risk.

More information and resources

Key messages

X ¥ K ¥ H

Self-testing is a process in which an individual collects their specimen using a simple
rapid diagnostic test, performs the test, and interprets their result, when and where
they want.

Self-testing increases access to and uptake of testing, prevention, and treatment services. Self-testing can also increase patient autonomy,
help decentralize services, and alleviate the burden of testing at facilities. Most people are willing and able to self-test.

Self-testing has been shown to be safe, accurate, acceptable, and feasible, among diverse populations (particularly key populations) and

across settings in various regions.

Reactive self-test results require follow-up and further testing. HIVST and HCVST do not provide a diagnosis but require further testing by a
trained provider using the national testing algorithm to confirm HIV or HCV infection and link individuals to care. A reactive 55T result can be used
to link to immediate treatment among pregnant women and those with no report of previous syphilis infection, however further testing is still
needed to confirm an active infection in need of treatment.

Self-care approaches recognize the central and active role that people play in managing their own health care and is increasingly becoming
important as an additional strategy in expanding access to and utilization of health services, across various disease areas and conditions.

Self-testing strategies

Linkto further testing
by a trained provider
wsing national algorithm,

Perform S5T°

Nonreactive (negative) SST result

Reactive HCVST result Reactive S5T result

A

Link to further testing by a trained
prowide i chros

https://www.who.int/tools/self-testing-
implementation-toolkit-for-hiv-hcv-and-syphilis



https://www.who.int/tools/self-testing-implementation-toolkit-for-hiv-hcv-and-syphilis
https://www.who.int/tools/self-testing-implementation-toolkit-for-hiv-hcv-and-syphilis
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What is “network-based testing?”

Network-based

testing services HIV
Hepatitis B
Partner services .y
Family & Hepatitis C
Social network household testing
testing services services Other STIs

Partner
Services

NBT approaches in which sexual
and/or injection partners of clients
who have been diagnosed with an
infection are contacted, notified of
potential exposure, and offered
testing and other services

Social network
testing services

NBT approaches in which individuals
living with or at risk of infections
encourage and support social
contacts to seek testing and other
services, or distribute self-testing
kits to social contacts

Family &
household
testing services

NBT approaches in which family
members (such as biological children
for HIV or HBV) and other household
members (for HBV) are contacted,
notified of potential exposure, and
offered testing and other services




Network-based testing services

Partner services :
* Recommended for HIV & STIs (some evidence for HCV)

//;‘;\ * Provider-assisted partner services should be encouraged
(A

o Optimizing implementation of network-based testing

m.,ﬂfﬁ as still most effective strategy
aﬁ‘??// * Provide options based on client needs (partner referral,  Self-tests Recommended for HIV, syphilis, and HCV. Can
provider-assisted, expedited partner therapy*) increase uptake and linkage, but can be costly
* Services must always be voluntary _ ) _ o )
Integration Integrate service delivery within other services (e.g.
iof K . tor all with risk | ANC) and for multiple infections (e.g. dual
Socia netw?r testing now for all with risk (not only HIV/syphilis RDTs)
key populations)
ﬁﬁ;\ «  Recommended for HIV (some evidence for HCV) Rounds of Evidence suggests multiple rounds increases
EG?;"}‘_“/ * Self-test distribution, community-led, multiple rounds recruitment effectiveness in case-finding
REY : )
: * Virtual or in-person . . : : e .
T np Incentives Without incentives, uptake, positivity and 1t time

* No need forincentives or in-depth training ) o _ _
testing are still high. No need for incentives

Family and household testing

. Recommended for HIV (children) and HBV (family and Training Prioritize simple one-time training, as is just as
_/h@ household members) effective and more practical.
e : , I
" *  Offer prevention services-- HBV vaccination for Prevention Offer prevention services to contacts who test
:Zuaszcgldar:tir:rzers who test negative, PrEP for HIV negative—including PrEP, condoms, hepatitis B
g P vaccine
Virtual Can use apps or other virtual tools for partners and
networks social network outreach

\‘}/ ¢) Y, YVYUIIU _I'Il:cl_ll.ll
Source: Choong 2023, WHO 2024 &RV Organization
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https://papers.ssrn.com/sol3/papers.cfm?abstract_id=4519559

Coming in 2025: Network-based testing toolkit
WHO is developing a network-based testing toolkit for HIV, other

STls, hepatitis B, and hepatitis C

Publishing on sexual health from the widest perspective
art: ( empty ) Search This Journal...

2> Journals > SH > Just Accepted > SH24027

* The toolkit provides practical guidance, tools, and resources to

support countries and programmes in implementing integrated Just Accepted clolele
network-based testing across HIV, hepatitis B & C, and other STls o1y e o o o, ey
L. . . Can network-based testing services have an impact beyond testing for HIV?
* Follows a modular framework providing guidance and resources for RS
the process of implementing network-based testing services A
i n C I u d i ng : New strategies and innovations are needed to achieve ambitious global goals for the control of HIV,
hepatitis B, hepatitis C, and STis. Network-based testing (NBT) services, including partner services, social
O P I a nn i ng su p po rt: co u ntry- a n d e p i d e mic_ S pecific network testing, and family and household testing, are a heterogeneous group of practices in which
considerations
o Implementation tools library
o M&E tools library
o Training modules
o Evidence SynOpSiS & libra ry Planning Implementation M&E tools Training Evidence

support: tools library: library: modules: synopsis:

« Commentary on network-based testing recently

Where to start Guides, scripts, Ethical data How to illicit What the
acce pted | n Sexual Health given your resources for collection, partner research shows
priority HCWs and registries, information, find about what
populationsand programmes analysis and partners, testing, works and what
country-specific reporting IPV screening doesn’t work for
l factors NBT
!
(% ‘\!\,,World Health
&9 Organization
NS gl
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What is QMS in testing services?

- ~

Recent reports suggest that the quality of HIV testing may be suboptimal in many settings leading to Misdiagnosis of
HIV status — both false-positive and false-negative

Equipment “

QMS encompasses The Quality System Essentials (QSEs)

/ organizational processes aimed |—T—| framework consists of 12 building ‘//Purchasing\\\\ ‘;/‘ Process
<O, at ensuring the quality, accuracy, .. blocks that are crucial for ensuring inv::fory S\ coneral
and reliability of testing services. quality. K _/ ’
Each pillar represents a vital . . /6 ‘
|ﬂ element of the testing process, and s It includes .Quallty Assurance =
their correct management is o (QA),. Quality Control (QC), and \_records
essential for accurate and reliable Quality Improvement (Ql).
results. / Facilities \

4 3\
| Customer | |[

g f and
service | |\
/) \ safety

,//

Process |
| improvement | |
\ \

.Iﬂl. The focus is on process quality, not j VMiniStries of health should

the product used for testing (1VD). eStab“sh rObUSt_ QMS for their
HIV testing services.

What to do at the national level

1. NATIONAL
POLICIES,
STRATEGIC
PLANS, M&E

2. WORKFORCE
DEVELOPMENT:
TESTING

PROVIDERS ARE
TRAINED AND

SUPPORTIVELY
SUPERVISED.

FRAMEWORK:
NATIONAL
AUTHORITIES TO
SUPPORT QMS AT
TESTING SITES.

World Health
Organization

3. TESTING
STRATEGIES AND
ALGORITHMS:
ADOPTING WHO-
RECOMMENDED

TESTING
STRATEGY
(VERIFIED

TESTING

ALGORITHMS).

4. PRE-MARKET
ASSESSMENT:
USING WHO'’S

PREQUALIFICATIO
N LISTING,
STRENGTHENING
REGULATORY
CAPACITIES.

5. POST-MARKET
SURVEILLANCE:
REPORTING
COMPLAINTS AND
PARTICIPATING IN
EQA SCHEMES.

6. PROCUREMENT
AND SUPPLY
CHAIN
MANAGEMENT:
ENSURING

UNINTERRUPTED
SUPPLY AND
APPROPRIATE
STORAGE OF TEST
KITS.

7.
ACCREDITATION
OF TESTING SITES:
ENSURING

TESTING SITES
ARE SUPPORTED
AND ARE HELD TO
A STANDARD OF
QUALITY
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