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Different but intersecting epidemiologies of diseases that affect the poor
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What are priorities for diagnostics health technologies to fight PRDs

PoC rapid diagnostics — ideal 2 low cost, high quality RDTs for diagnosis essential for HIV, STls and viral
hepatitis

HIV

Professional use RDTs already available, large choice of PQ RDTs from ~USS0.5V

HIVST - 5 Blood-based and 1 oral fluid-based tests WHO PQ (WHO HIVST) PQ products available
for US$1.00-3.10 through GF v

Dual HIV/syphilis tests - 3 dual HIV/syphilis rapid WHO PQ — from $0.95 per test through GF v
POC tests for invasive fungal infections seen with advanced HIV disease, as there are no PQ'd
tests for cryptococcus, and no commercial POC tests yet for histoplasmosis, talaromycosis, etc.

» Pipeline for products remains strong & Local/African manufacturing under-development for HIV RDTs

STls

e 2 WHO PQ Syphilis RDTV

e WHO recommends RPR or VDRL — no tests PQed Thl\?ltljzltji-rluesE-

* WHO recommends Dual treponemal/non-treponemal RDTs - no tests technoloogies

e WHO recommends Syphilis self-testing - no tests available

e RDTs fo CT and GC — no tests available For triple eliminations
Viral hepatitis (HIV, syphilis and HBV)

e WHO recommends HCV ST — no tests available and products for key

e WHO likely to recommends HBV ST — no tests available

populations (LA-OAT &
Self-tests for HCV,

e Hepatitis D Virus — RDTs would be an advantage HBV)
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What are priorities for prevention health technologies to fight PRDs

Biomedical HIV prevention — ideal 2 low cost, simple to administer, no AEs, safe in PBFW, no DR
issues
Oral PrEP
* TDF based oral PrEP (daily and ED) recommended by WHO, on PQ list, generics available,
low costV
* DVR monthly ring recommended by WHO, on PQ list, starting to be availableV significantly
more costly than oral PrEP
* DVR 3 monthly ring — in trials — will recue costs
e CAB-LA bi-monthly IM injection recommended by WHO, on PQ list, generic production
plannedV significantly more costly than oral PrEP
e LEN —6 monthly SCinjection —in phase 3 trials
e Oral monthly pill — phase 2 trial starting soon
Multi purpose technologies
e Dual PrEP and contraceptive ring — in safety trials and bioequivalence etc studies
e Dual PrEP and OCP —in safety trials and bioequivalence studies
The future
* BNAbs — for prevention of paedicatric HIV as part of Post-natal prophylaxis & part of Ultra-
long acting ART & HIV Vaccines
e Rectal products for MSM
e Topical products — patches and films & Implants

77N, World Health
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What are priorities for treatment technologies to fight PRDs

Principles of Treatment Optimization

v" Reduce toxicity —

¥v" Improve palatability/pill burden

v" Reduce drug interactions

—rt =
¥v" Increase resistance barrier > HEALTH
T —
v Safe use across different age groups and
populations (“Harmonization”) | _
—

v" Reduce cost = Increase availability
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What are priorities for treatment technologies to fight PRDs

Adult HIV treatment priorities
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PRIORITIES FOR
ANTIRETROVIRAL DRUG
OPTIMIZATION IN
ADULTS AND CHILDREN:

REPORT OF A CADD,
PADOD AND HIYResNeT
JOINT MEETING

FIGURE 1. CADO-4 LIST

Priority list

LEN

(treatment and
prevention)

Six-monthly
subcutaneous injectable
two-drug regimen

Long-acting
CAB

(PrEP)

CAB, LEN, ISL*,
broadly neutralizing antibodies

Comprising two of the following:

Watch list

One- to two-year
acting implantable
two-drug regimen

Comprising a combination of long-acting ARV
drugs and/or broadly neutralizing antibodies

*The role of ISL is uncertain because of a significant decrease in total lymphocyte and CD4+ T-cell counts observed across several trials that are investigating the efficacy
and safety of this drug for HIV treatment and prevention. In December 2021, the studies were put on hold until more information on causality becomes available. (10).
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What are priorities for treatment technologies to fight PRDs

Paediatric HIV treatment priorities

@

PADOS list

DRVr 120/20 mg Islatravir
PRIORITIES FOR
ANTIRETROVIRAL DRUE

OPTIMIZATION IN Lenacapavir

XTC/TAF

ADULTS AND CHILDREN:
REPORT OF A CADO,

PADD AHD HIVResNeT
JOINT MEETING

XTC/TAF/DTG

Neutralizing antibodies

CAB LA
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What are priorities for long-acting health technologies to fig'ht PRDs
Long-acting therapies

® Table 1: Select agents in development for HIV-1 Therapy (non-comprehensive)
and tech nologle5° A
L. ] ™
[ ]
5 = l - )
QL1 D = ‘
MANUFACTURER | DRUG CLASS INDICATION REGIMEN ADMINISTRATION | DEVELOPMENT
ame changer?
°
ISL/DOR Merck NRTTI/NNRTI VS STR QD, Oral Phase 111
ISL/LEN Merck/Gilead NRTTI/CA Vs STR QW, LA Oral Phase 11
LEN/BIC Gilead CA/INSTI Vs STR QD, Oral Phase I
VH3810109 | VilW/GSK bNAD TBD TBD TBD, LA Injectable | Phase I1
OPPORTUNITIES G5-6212 Gilead InSTI TBD TBD Q3M, LA Injectable | Phase |
. GS-5894 Gilead NNRTI TBD TBD QW, LA Oral Phase |
v Less frequent dosing -
GS-1720 Gilead InSTI TBD TBD QW, LA Oral Phase |
) - N
L A t« + Avoidance of P'" fatlgue VH3739937 | VilV/GSK MI TBD TBD TBD, LA Injectable | Phase I
Dng C lng + Qral dq;ing by-passed.- bioavailabilitv ~100% VH4524184 | ViiV/GSK InSTI TBD TBD Q3M+, LA Injectable | Phase I
Antl rEt rDVI ral ¥ Less advgrse EUBI‘ITS ARV, antiretroviral drug; BIC, bictegravir; bNAb, broadly-neutralizing antibody; CA, capsid inhibitor; DOR, doravirine; InSTI, integrase strand transfer
inhibitor; LA, long acting: LEN, lenacapavir; MI, maturation inhibitor: NNRTI, non-nucleoside reverse transcriptase inhibitor; NRTI, nucleoside reverse
The ra py . ¥ Less drug .dmg interactions transcriptase inhibitor; NRTTL nudeoside reverse transcriptase translocation inhibitor; PrEP, pre-exposure prophylaxis; QD, once daily; QW, once weekly;
! Q3M, once every 3 months; Q3M+, once every 3 months or more; STR, single-tablet regimen; TBD, 10 be determined; VS, virologically suppressed.

Potential + Protection of health privacy CHALLENGES

* Large injection volumes

+ Avoidance of HIV-related stigma

Drug delivery systems and long-acting technologies

Opportunities
and Challenges

What can we expect?

+ Improved adherence?
P * Need for oral lead in

* Management of missed doses
* Coverage of the "tail”

* Development of drug resistance i (%)
' Management of drug-drug interactions | =" s * New routes of administration: IM/SC/IV
injectables, depot, transdermal

* More new drugs available in the near future

* Management of serious adverse events
* Unknown dosing for children & pregnant women | || & B2 * New mechanism of action: capsid inhibitors,
maturation inhibitors, monoclonal antibodies

* Hopefully, wide distribution and access for all who
can benefit from it

Cortes,. IAS 2023. PLO2
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What are priorities for digital & Al health technologies to fight PRDs

What mobile health tools can we use in support of HIV,
Hepatitis and STl care and Prevention initiatives?

Web-based
Text Messaging tools, online
(SMS / MMS) order Rx & test
Kits

Smartphone Social
apps, smart networking/
devices media-based

Telehealth

. . Virtual reality Wearable Electronic
Vegoestinl Artificial devices, Sensors health and

& directly
observed therapy

T’ﬁ‘ \ World Health

Intelligence (Al) Digi-pills medical records
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