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Global HIV, Hepatitis and STI

Different but intersecting epidemiologies that affect the most vulnerable

HIV -> 39 m
1.3m new 
infections/yr
630,000 deaths
29 m on ART
86% /76% /71%

STI -> 374 m
1.0 m new 
infections/Day
Testing & Txt 
coverage unknown 

HBV-> 254 m
1.2 m new/yr
1.1 m deaths
13% tested
3% on txt

HCV -> 50 m
1.0 m new /yr
242 K deaths/yr
36% tested
20% txt



WHO Consolidated HIV Guidelines
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A framework for 
voluntary medical 
male circumcision

15 July 2016

Consolidated guidelines on HIV prevention, diagnosis, treatment and care for 
key populations 

1 July 2016 – update End of 2021 

Consolidated guidelines 
on person-centred HIV 
patient monitoring and 

case surveillance
20 June 2017

Guidelines for managing advanced HIV disease and 
rapid initiation of antiretroviral therapy

20 July 2017

Tackling HIV drug 
resistance: trends, 

guidelines and global 
action

20 July 2017

Guidelines for the 
diagnosis, prevention 
and management of 
cryptococcal disease 

in HIV-infected adults, 
adolescents and 

children
1 March 2018

Updated Recommendations on First-line and second-line antiretroviral 
regimens and post-exposure prophylaxis and on early infant diagnosis of HIV

27 December 2018

Maintaining and 
improving quality of 

care within HIV 
clinical services

22 July 2019

Update of 
recommendations on 
first- and second-line 

antiretroviral regimens
22 July 2019

Guidelines for 
diagnosing and 

managing 
disseminated 

histoplasmosis among 
people living with HIV

1 April 2020

Consolidated HIV strategic 
information guidelines: 
Driving impact through 
programme monitoring 

and management
April 2020

Point-of-care tests for 
diagnosing HIV 

infection among 
children younger than 

18 months
April 2020 New: Dapivirine

vaginal ring

New: POC infant 
diagnosis

New: TB HIV

New: POC viral load 
and treatment 

algorithm

New: Service 
delivery 

recommendations

Transitioning to an 
optimal paediatric 

ARV formulary: 
implementation 
considerations
19 July 2018

Consolidated 
guidelines on HIV 

testing services for a 
changing epidemic
27 November 2019

Cervical cancer prevention

https://www.who.int/hiv/pub/malecircumcision/vmmc-policy-2016/en/
https://www.who.int/hiv/pub/guidelines/keypopulations-2016/en/
https://www.who.int/hiv/pub/guidelines/person-centred-hiv-monitoring-guidelines/en/
https://www.who.int/hiv/pub/guidelines/advanced-HIV-disease/en/
https://www.who.int/hiv/pub/drugresistance/tackling-hiv-drug-resistance/en/
https://www.who.int/hiv/pub/guidelines/cryptococcal-disease/en/
https://www.who.int/hiv/pub/guidelines/ARV2018update/en/
https://www.who.int/hiv/pub/arv/quality-care-hiv-services/en/
https://www.who.int/hiv/pub/arv/arv-update-2019-policy/en/
https://www.who.int/publications/i/item/guidelines-for-diagnosing-and-managing-disseminated-histoplasmosis-among-people-living-with-hiv
https://www.who.int/publications-detail/consolidated-hiv-strategic-information-guidelines
https://www.who.int/publications-detail/point-of-care-tests-for-diagnosing-hiv-infection-among-children-younger-than-18-months
https://www.who.int/hiv/pub/paediatric/transition-paediatric-arv-formulary/en/
https://www.who.int/hiv/pub/paediatric/transition-paediatric-arv-formulary/en/
https://www.who.int/publications/i/item/WHO-CDS-HIV-19.31
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Adult ARV treatment: Questions that still need to be answered

Priority topic Opportunities and Challenges

Consolidation of TLD transition in 
LMICs

• Address gender inequity to DTG  observed in some countries
• Long term safety (body weight gain, metabolic syndrome)
• INSTI Resistance (strengthen HIVDR monitoring)

DRV/r in 2nd and 3rd line regimens • Would be better promote DRV/r in 2nd line or maintain it as a 
preferred option for 3rd line?

Role of TAF (expanded use in 
some subpopulations)

• Long term safety need more studies (body weight gain, dyslipidaemia 
and other emerging AEs)

• TB/HIV - do we need TAF dose adjustment if using rifampin?
• TDF-TAF transition in stable patients (all patients or only specific 

groups?)

Role of dual therapy (including  
injectable long acting drugs and 
emerging classes) in LMIC 
context

• Limited data on long term safety and resistance risk (WHO monitoring 
tools developed)

• Limited data on use in LMIC context 
• How to implement (operational research) 
• Should LAIs be promoted as a complementary option to oral regimens 

in some situations or should  replace current oral ARV framework?



• DTG resistance has been described in a few ART-naïve 
people failing first-line DTG-based ART.

• DTG resistance can emerge among people with previous 
exposure to first-generation INSTI (with comparatively lower 
genetic barriers to the selection of drug resistance) or when 
used as DTG monotherapy.

• Recent evidence from ART programmes from sub-Saharan 
Africa suggests that DTG resistance can emerge in people 
taking DTG-containing regimens in the medium to long 
term. 

• Nearly one in four persons diagnosed with HIV after 
receiving CAB-LA PrEP may have cross-resistance to 
dolutegravir before treatment initiation.

• Lübke N, Jensen B, Hüttig F, Feldt T, Walker A, Thielen A et al. Failure of dolutegravir first-line ART with selection of virus carrying R263K and G118R. N Engl J Med. 2019;381:887–9.
• Rhee SY, Grant PM, Tzou PL, Barrow G, Harrigan PR, Ioannidis JPA et al. A systematic review of the genetic mechanisms of dolutegravir resistance. J Antimicrob Chemother. 2019;74:3135–49.
• van Oosterhout JJ, Chipungu C, Nkhoma L, Kanise H, Hosseinipour MC, Sagno JB et al. Dolutegravir resistance in Malawi's national HIV treatment program. Open Forum Infect Dis. 

2022;9:ofac148.
• Ahluwalia AK, Inzaule S, Baggaley RC, Vitoria M, Schaefer R, Schmidt HA, et al. Characterization of dolutegravir drug resistance in persons diagnosed with HIV after exposure to long-acting 

injectable cabotegravir for preexposure prophylaxis. AIDS (London, England). 2022;36(13):1897-8.

WHO recommends that 
surveillance of HIV drug 

resistance should accompany the 
scale-up of DTG-containing ART 

and CAB-LA PrEP in HIV 
programmes.

Acquired HIV drug resistance surveillance

https://www.who.int/teams/global-hiv-hepatitis-and-stis-
programmes/hiv/treatment/hiv-drug-resistance/hiv-drug-
resistance-surveillance/surveillance-of-acquired-hiv-drug-

resistance-in-populations-receiving-art

https://www.who.int/teams/global-hiv-hepatitis-and-stis-programmes/hiv/treatment/hiv-drug-resistance/hiv-drug-resistance-surveillance/surveillance-of-acquired-hiv-drug-resistance-in-populations-receiving-art


WHO priority lists of new ARVs (CADO & PADO lists)

CHAI, 2023

WHO, 2022



New Long-acting formulations



Example of long-acting ART combinations under evaluation or in 
clinical use 
Frequency LA regimen Modality Study phase

Daily LEN + BIC oral Phase II/III

Daily ISL + DOR oral Phase III

Weekly ISL + LEN oral Phase II

Monthly TLD (in DcNP) injectable Pre-clinical

Every 2 months CAB + RPV injectable Approved (implementation studies)

Every 4-6 months CAB400 + RPV injectable Phase I

Every 4-6 months CAB400 + N6-LS injectable Phase I

Every 6 months LEN + Teropavimab/Zimlirvimab injectable Phase II

What about LEN + CAB for treatment
- Not studied because orginators do not work together
- Need to overcome these barriers





Approaches to integrate long acting  ARVs  into clinic and programmatic 
framework – Areas for research

Major areas Key challenges in 
transitioning to current 

LAIs 

Major  concerns Potential approaches with future LAIs

Clinical/
Pharmacological 
(regimens)

• “pK tail”
• Drug interactions 
• Polypharmacy 
• Pharmacogenetics 
• Changes in physiologic 

status

• Subtherapeutic levels 
(reduced efficacy, 
resistance risk), 

• Need of  lead in / dose 
escalation/adjustments 

• management of toxicities

• Use of prodrugs 
• Multiple implants with different dosages 

(“tunneled” /reservoir in style implants, 
• Biodegradable implants
• LA oral formulations (particularly for elderly 

patients) 
• TDM

Acceptability 
(formulations)

• Injection site pain 
• Size/ visibility of implants
• Management of adverse 

events

• Adherence 
• Stigma 
• Values and preferences of 

HCWs /patients

• SC  injections, microneedles (microarray patches), 
• Implants (synergies with contraceptives/other 

disease treatments - neuropsychiatric disorders), 
• Nano formulations (low volumes) 
• Implementation studies in more diverse settings

Operational 
(logistics for stock, 
drug application and 
patient follow up) 

• Service/programme SOPs 
changes  from an oral to 
injectable treatment  
platform

• Cost-effectiveness/ cost 
savings (high cost)

• Inejction supply costs 
• stock/ refrigeration needs, 
• HCW training needs, 
• service visit schedules, 

waste disposal

• Use of non-traditional health care models 
(pharmacies, minute clinics, community-based 
organizations, mobile vans, home visits),

• Extension of dose intervals
• Heat stable formulations all components of the 

regimen, 
• Biosafety measures with needles and syringes 



BNAbs and HIV Vaccines



HIV Cure



Advanced HIV Disease (AHD) 
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Innovations to Keep People Alive 
• New single high dose of L-amphotericin induction for Cryptococcal 

Meningitis
• Updated guidance for cryptococcal meningitis and leishmaniasis
• WHO expert consultation on severe bacterial infections
• WHO Policy brief on caring for individuals who are seriously unwell

• AHD Research Landscape released on 19 Jan 2024
• Advocating for access to CD4 POC testing due to anticipated global shortfall
• How to better deliver the package
• Use of Azithromycin for severe bacterial infections and AMR
• Other cause of death (fungal infections)



Click to edit Master title style

WHO guidance on oral PrEP and PEP for HIV

2015. Daily Oral PrEP containing tenofovir as an additional 
prevention choice for people at substantial risk of HIV infection

2019. Event-driven PrEP  for MSM

2021. Dapivirine vaginal ring as an additional prevention choice for 
women at substantial risk of HIV infection

2022 Event-driven PrEP for ALL men (updated)

2022. Long acting injectable cabotegravir (CAB-LA) as an additional 
prevention choice for people at substantial risk of HIV infection

Pre-exposure prophylaxis (PrEP)

Three ARV drug regimen  is preferred (same as 1st line ART)

WHO guidance guidelines in 2024 to look at simplifying delivery 
& expanding access to PEP in community settings

Post-exposure prophylaxis (PEP)



WHO actions for future LA-PrEP
• Lenacapavir

• Results for Purpose 1 (women) Q3 2024; Purpose 2 (men) Q4 2024
• Assuming results are favorable, WHO will consider guidance

• DPP
• Combined TDF/FTC + COC
• No need for guideline since WHO already has guidance on both products
• Generic company currently doing BE study to submit for PQ inclusion

• MK-8527
• Phase 2a
• Oral pill delivered 1x/month

• mAbs 
• In partnership with IVB and IAVI
• WHO preferred product characteristics for monoclonal antibodies for HIV prevention

• 4m injectable CAB (phase 1) 
• Data to be presented at CROI

https://www.who.int/publications/i/item/9789240045729


PrEP product pipeline



Defining the scope for addressing stigma and discrimination in 
health services

Internal WHO

✓ HWF

✓ GER

✓ MSD

✓ MCHA

✓ SRHR

✓ IHS

✓ TFNM

External
✓PLHIV networks
✓KP networks
✓Implementers
✓HCW professional 

bodies
✓UN partners 

including UNAIDS
✓Other Partners 

(LSHTM, CDC, BMGF, 
IAS, RTI etc)

* Note: Have expanded this informal working group 
to other key stakeholders since March 2023



How research / brief should be 
used

Most important ways to address HIV-
related stigma and discrimination 

Guide national health policies

Inform clinical policies and standard 
operating procedures

Review and update in-service training for 
healthcare professionals

Review and inform workplace policies 
and practices

Amplify examples of good practice

Provide training tools and curricula to 
enhance medical education

Support attention to stigma and 
discrimination in community led monitoring

Provide job aid(s) and practical resources for 
a clinical setting

Technical Brief 
Community and 
Expert Feedback

• Despite 40 years of 
research on S&D, still 
have difficulty 
changing views and 
perceptions

• Research into social 
& behavioral change 
to address S&D is still 
needed



RESEARCH 
AGENDA –

HBV

Use of non-invasive tests

Who to treat

First-line antiviral regimens

Use of antiviral prophylaxis 

for PMTCT

Treatment of adolescents and 

children

Point-of-care HBV DNA 

testing

Reflex HBV DNA testing

Delta testing: 

Who to test and how to test

Simplified service delivery

Monitoring

Surveillance for HCC

Hepatitis B – Research Agenda 



• Many challenges in reaching STI Strategy targets

• While efforts are redoubled to improve scale-up of 
existing interventions…

• …the Strategy also calls for new innovations that 
might enhance existing efforts or address specific gaps

Global STI strategy challenges and new innovations



Aim: Developing a set of STI research priorities to guide 
future funding and focus for the most critical research:

✓ to address gaps in STI prevention, management, control

✓ to inform STI guidelines, programmes, and policies

WHO global STI research prioritization



• Low-cost, rapid STI point-
of-care tests
- Ng and Ct infection
- Active vs past syphilis
- AMR for Ng and Mg

• Multipurpose prevention 
technologies for STIs & 
pregnancy +/- HIV

• Therapies for AMR 
Ng infection

• Implementation science 
on STI testing
- Syphilis screening
- Ng, Ct, Tv screening
- STI symptoms
- Self-sampling/testing 

• Alternatives to 
benzathine 
penicillin for syphilis

• Communication
strategies to increase STI 
awareness

• STI screening and adverse 
pregnancy outcomes

• STI partner 
management 
strategies

• Management
options: congenital 
and other syphilis
complications

• Multiplex platforms for 
testing STI syndromes

• Prevalence and 
incidence of infection
- Syphilis
- Ng and Ct

• STI healthcare-seeking 
behavior

• Epidemiology of AMR
& treatment failures

• Burden of disease 
outcomes due to STIs 
- Ng/Ct, e.g. infertility
- Syphilis outcomes

• STI vaccines
- Ng infection
- HSV infection
- Syphilis 
- Ct infection

The top global STI research priorities areas by research domain



In Summary:  Most urgent research priorities for WHO
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HIV:

1. Long acting antiretrovirals: assessing the strategic use for prevention and treatment –
whether injectable or oral; assure ART pipeline

2. Advanced HIV disease: assessment of the research and development pipeline 
3. Broadly neutralising antibodies (bNAbs): Possible role in treatment and prevention, 

and in particular in Post-Natal Prophylaxis 
4. HIV Vaccine & Cure research: Horizon scanning & assessment of LMIC readiness
5. Cohort monitoring: HIV observational cohorts (notably https://www.iedea.org/ ) to 

assess clinical challenges in the HIV response, toxicity
6. Implementation Science: science of service delivery for HIV & NCD / momorbidity

integration, Sustainability & Stigma & Discrimination; how to scale paediatric case 
finding and treatment

https://www.iedea.org/


In Summary:  Most urgent research priorities for WHO
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Hepatitis B, C and D: 

1. Evidence of HCV treatment in pregnancy and children 3 years and above ; PMTCT
2. HCV Prevention: R&D pipeline for Hepatitis C vaccines (mRNA vaccines, nanoparticle-based delivery of 

HCV immunization etc.) 
3. Improved technologies for case finding and diagnosis: HCV self-testing and integrated viral hepatitis 

diagnostics platforms. R&D of novel HBV biomarkers such as hepatitis B core-related antigen (HBcrAg) 
& HCV core antigen as a rapid diagnostics technology. 

4. Innovative therapeutics: R&D long-acting therapies for hepatitis B and C and Hepatitis-B cure to 
promote elimination of viral hepatitis as a public health threat

5. Hepatitis Delta: Assessment of the research and development pipeline of improved testing and 
diagnostics option (including and RDT for HDV serology) and the emerging treatment options 

6. Timely birth dose vaccine of HBV: implementation research & optimized formulations (including 
without controlled temperature chain)

7. Biomarker surveys for hepatitis B and C as part of Country HIV impact assessment 



In Summary:  Most urgent research priorities for WHO
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STI:
1. R&D of new gonorrhoea treatment (End to End - development, clinical trials and early 

introduction) Developed target product profile (TTP) for new gonorrhoea treatment, 
inputs in the Phase 3 clinical trial for Zoliflodacin as well as modeling and prevalence surveys 
on positioning zoliflodacin; future work (proposal to EU) on increasing access to zoliflodacin
and antibiotic stewardship and monitoring patterns of AMR resistance to ceftriaxone and 
when to use zoliflodacin

2. STI diagnostics and new POCT for STIs – development of target product profile for POCT ; 
landscape analysis of STI diagnosis; facilitate development of new POCT for gonorrhoea to 
support antibiotic stewardship; inputs in accessing the diagnostic accuracy of new POCT for 
gonorrhoea; modeling and surveys to access how to position new POCT in gonorrhoeae and 
chlamydial infections

3. STI vaccine – PCC for gonorrhoea and HSV; work with SRH, NIH and IVB to support vaccine 
development.

4. Prevalence surveys in STIs and STI estimations

https://cdn.who.int/media/docs/default-source/hq-hiv-hepatitis-and-stis-library/stis/target-product-profile-for-improved-antimicrobial-stewardship-for-gonorrhoea.pdf?sfvrsn=1b625cc4_7
https://www.who.int/publications/i/item/9789240077102
https://www.who.int/publications/i/item/9789240039827
https://www.who.int/publications/i/item/9789241515580


Thank you!


