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Outline of my talk

• De-medicalization of PrEP

• Starting and stopping PrEP timelines

• On demand PrEP

• HIV ST and PrEP

• Differentiated service delivery approaches

• LA Cabotegravir

✽Mainly limiting to WHO Guidelines and oral TDF/FTC PrEP



PrEP initiation in the Asia-Pacific, 
March 2022

Country
Cumulative Initiations 

Across All Products

Australia 49,355

Thailand 41,027

Vietnam 33,938

Nepal 4,410

Taiwan 4,142

Philippines 3,192

Myanmar 1,779

India 1,651



Study procedures, 
My PrEP Demonstration Project

Procedure Baseline Month 1 Month 3 Month 6 Month 9 Month 12

Rapid HIV Ag/Ab X X X X X X

HIV POC VL X

Creatinine X X X X

Rectal CT/NG X X X

RPR/TPHA X X X

HBsAg/Ab X

HCV-Ab X X

Questionnaire X X X X X

Diary (weekly) X X X X X X

Drug dispensing X X X X X X

Pill count X X X X X 4

Making PrEP more efficient and effective:

Balancing costs, efficiency, and impact

Basic services
HIV testingPrEP pills“Effective use” support

Condoms and lube

‘Ideal package’
HIV testingPrEP pillsCreatinineHep B / CSTI-lab based  PEP

ContraceptionAnd more… 

HIV risk and incidence matters –
screening tools?
What about other gaps – STIs, unmet 
contraceptive need, IPV, others….
Positivity rate at screening – linkage 
to ART

Context

Safety & impact
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Rachel Baggaley | Global HIV, Hepatitis and STIs Programmes | World Health Organization

Making PrEP more effective and efficient: 
balancing costs, efficiency and impact



Demedicalization & Simplifying PrEP service delivery 

New PrEP Guidance:

• Kidney function monitoring

• HIV self testing (HIVST) for PrEP

• Viral hepatitis testing

• Starting and stopping PrEP

• Differentiated service delivery 
approaches

People’s lives and PrEP journeys

are more complicated in reality

Starting 

PrEP

Quarterly 

refills and 

visits

Staying on PrEP and 

HIV-negative forever

HIV+ diagnosis  

link to care

Misses some 

doses or splits 

pills

Can’t make it 

to the clinic

Re-starts on 

their own

Stops or takes

long break 

Risk period changes 

and stops PrEP for 

season

Access services 

when they can/want
Risk period 

changes again 

Re-start PrEP
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Heather Marie Schmidt, 3rd National PrEP Consultation. Feb 2022





CDC PrEP Clinical Practice Guidelines 
PrEP Eligibility (Updated 2021)

HIV risk (Anal or vaginal sex ) in the past 6 
months

• HIV positive partner  (not virally suppressed) 

• Bacterial STI in the past 6 months

• History of inconsistent or no condom use

SO WHAT’S NEW?

• Universal PrEP Education: 
Recommendation to inform all sexually 
active adults and adolescents about PrEP

• Offer Prep To Anyone Asking For PrEP

All sexually active adults & 
adolescents 

Asking for PrEP = Anticipated risk of 

acquiring HIV

Risk based identification

https://www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf



Sexual History Taking: Language matters

• Taking “risk” out of the equation

• Use positive ”gain-framing” messages focusing on empowerment & health promotion

• Open ended questions about sexual behaviours

Sexual Health Based
“PrEP is a tool that can be used to reduce anxiety about HIV and take control of 
your sexual health.”

Risk Based
“PrEP is for people at high risk for HIV who want to decrease their risk of becoming
infected

VS

Sexual history: Requires asking

www.nnptc.org/online_training/asi



• 11 RCTs, 13523 participants
• PrEP use was associated with increased risk of grade 1 and higher kidney adverse events (pooled OR1∙49, 

95% CI 1∙22–1∙81) and grade 2 and higher events (OR 1∙75, 0∙68–4∙49)
• 349 (2∙43%)/14368 PrEP users with longtitudinal analyses had a Creatinine clearance (CrCl) decline to <  60 mL/min 

with higher risks associated with increasing age and baseline Cr Cl of 60–89∙99 mL/min (aHR) 8∙49, 95% CI 6∙44–11∙20)
and less than 60 mL/min (aHR 20∙83, 12∙83–33∙82).

Conclusion: Kidney function screening and monitoring should  focus on older individuals, those with baseline Cr Cl of < 90
mL/min and those with kidney-related comorbidities. Less frequent or optional screening among younger individuals 

without kidney-related comorbidities may reduce barriers to PrEP implementation and use.

HIV Lancet 2022



R. Schaefer. Global HIV Prevention Coalition Pre-Exposure Prophylaxis Webinar Series Oct 2021

New WHO Guidance



CDC 2021 PrEP Guidelines: Key Monitoring Updates

• Revised HIV testing: 

• Assess HIV status at follow-up visits during and recently after PrEP:
HIV-1 RNA assay recommended

• Every 3 months with oral PrEP,  every 2 months with LA CAB

• Revised renal function monitoring:

• Every 12 months with oral PrEP if aged <50 yr and eCrCl ≥90 mL/min at PrEP initiation 

• Every 6 months with oral PrEP if age ≥50 yr or eCrCl <90 mL/min at PrEP initiation 

• No renal monitoring with LA CAB

• Lipid monitoring every 12 mo with oral FTC/TAF

CDC CDC PrEP guidelines. 2021. 



HIV testing for Oral PrEP

• Use WHO serial testing strategies, within a validated 
testing algorithm, using WHO prequalified assays. 

• Individuals may be tested at POC following  the 
national testing algorithm, usually a combination of 
3rd generation RDTs

• More expensive and complex testing strategies may 
hinder access and are unlikely to provide any greater 
benefit in settings where NAT or 4th generation assays 
are not routinely used for HIV diagnosis

• If the initial HIV test -ve and no history or signs/ 
symptoms of an acute viral syndrome, offer same day 
initiation

• Once initiated on PrEP, HIV testing is suggested every 
3 months and whenever restarting PrEP after a gap in 
use. 

• Additional HIV testing 1 month after starting or 
restarting PrEP may also be beneficial

HIV testing is required prior to starting or restarting PrEP and should be conducted regularly (e.g., every 3 months) during PrEP use. 

Rachel Baggaley | Global HIV, Hepatitis and STIs Programmes | World Health Organization

Current WHO Guidance



Argument for not using HIV RNA tests for HIV testing whilst on 
oral PrEP…for now

• HIV RNA tests are more expensive with longer turn 
around times than Ag/Ab tests

• No access to CAB currently

• Delayed detection was less common for incident 
infections occurring on TDF/FTC vs CAB arm 

• When delays occurred they were also shorter in 
duration for people on oral TDF based PrEP (median 
31 vs 98 days)

• Resistance that may be seen in oral PrEP failures 
(M184V and/or K65R) do not have a major impact 
on 1st line regimens containing DTG or BIC. (NADIA, 
VISEND, S2D2)

• INSTI resistance emerging on CAB (including 
Q148R/K and R263K) is associated with DTG and 
BIC failure and would therefore likely impact 1st

line INSTI based HIV regimens

• Benefit is clearer for people on CAB but marginal 
for people on oral TDF/FTC 

Meyerowitz E. Navigating Human Immunodeficiency Virus Screening Recommendations for People on PrEP
and the Need to Update Testing Algorithms. OFID 2022



HIV Self Testing (HIVST) for oral PrEP



HIV Self Testing---> reaching the 1st 95 in Indonesia

Only 49% of PLHIV in Indonesia know their status (MOH 2022)
National roll out of CBS through HIV ST among key populations (n= 36, 616)
75% of distribution of ST kits occurred from hotspots
83% were 1st time testers (3.9% positivity rate)
Most unwilling to pay 

Percentage of 1st time testers by key population Cascade of HIV CBS to ART initiation

Late Breaker; Budi Utomo OALBC104



New WHO Guidance



Event Driven (ED) PrEP
What’s the 2+1+1? Dosing regimen for MSM

“Loading dose” 

WHO Technical Brief July 2019



Event Driven(ED)-PrEP Eligibillity & Safely Starting and 
Stopping Oral PrEP

Previous Eligibility for ED PrEP only applied to cisgender MSM

* 2-dose start ideally closer to 24h to potential exposure

New WHO Guidance



ANRS Prévenir Study: Daily versus On-demand PrEP in 
high risk MSM

Molina. CROI 2021. Abstr 148.

• Multicenter, open-label, prospective cohort study mainly in MSM (98.5%) from Paris

HIV-negative adults at high risk of 
HIV infection with inconsistent 

condom use; eGFR ≥ 50 mL/min; 
HBsAg negative in on-demand arm

(N = 3059)*

Daily FTC/TDF PrEP†

(n = 1544)

On-Demand FTC/TDF PrEP† 

(2-1-1: 2 doses before sex, 1 dose QD for 2 days after sex)
(n = 1515)

*Participants enrolled in arm of their choice with ability to switch. †Plus condoms, gels, risk reduction and adherence counseling, questionnaire 
on sexual behavior. Follow-up every 3 mos with STI and/or HIV testing, plasma creatinine measurement. 

Current Analysis
Sep 20, 2020

Beginning of Study
May 3, 2017

• Primary endpoint: ≥ 15% reduction in new HIV diagnoses among MSM in Paris vs rate 
reported by National Surveillance network in 2016

• Secondary endpoints: HIV incidence, PrEP adherence, sexual behaviour, safety



ANRS Prévenir: HIV Incidence and PrEP Adherence

• Overall HIV incidence: 1.1/1000 PY (95% CI: 0.04-0.23)
• 3 cases in each arm, Mean follow-up: 22.1 months  (5633 PYFU)
• Overall HIV infections averted: n=361, based on 6.6/100 PY incidence reported for placebo arm in ANRS 

IPERGAY study
• Higher rates of drug related adverse events in the on demand group

Molina. CROI 2021. Abstr 148.

*Study start until 2 mos before COVID-19 lockdown.

Outcome
Daily PrEP

(2583.25 PYFU)
On-Demand PrEP
(2553.68 PYFU)

IRR (95% CI)

HIV incidence/100 PY (95% CI) 0.12 (0.02-0.34) 0.12 (0.02-0.34) 0.99 (0.13-7.38)

Prophylaxis at Last Sexual 
Encounter, n (%)*

Daily PrEP 
(8769 Acts)

On-Demand PrEP 
(8507 Acts)

Total
(17,277 Acts)

PrEP use
 Correct*
 Suboptimal

8049 (95.7)
7877 (97.9)

172 (2.1)

6680 (81.6)
6480 (97.0)

200 (3.0)

14729 (88.8)
14357 (97.5)

372 (2.5)

No PrEP 358 (4.3) 1505 (18.4) 1864 (11.2)

Condom use 1474 (16.8) 1666 (19.6) 3141 (18.2)

*Per protocol, or at least 1 pill before and after sexual encounter, within 24 hrs.



Differentiated PrEP Service Delivery



Key Considerations



KP-led PrEP service in Thailand: 80% of current PrEP users



29 July – 2 August · Montreal & virtual aids2022.org #AIDS2022

Key population-led health services (KPLHS): 
filling service gaps for key populations

• Staff are members of KP 

communities who truly 
understand KP’s lifestyle

• Services are gender-

oriented, and free from 

stigma and discrimination

• Needs-based and

client-centered services, 
such as hormone 

monitoring, STI, legal 

consultation, harm 

reduction

• Staff are trained and 

qualified in accordance 
with national standards 

• Strong linkages with and 

high acceptance from

public health sectors

• Located in hot spots

• Flexible service 

hours suitable for 
KP’s lifestyle

• One-stop service

ACCESSIBILITY AVAILABILITY ACCEPTABILITY QUALITY



Key population led Same-Day PrEP Service

Source: Thai Red Cross AIDS Research Centre  Princess PrEP Same-Day PrEP flow.

,

• Key population lay providers-led
• PrEP is dispensed by KP on 

doctor’s standing order
(prescribed remotely)

• Doctor reviews results remotely
& clients are informed of results 
after PrEP initiation





Launch of WHO guidelines on LA CAB at 
AIDS 2022, Montreal



HPTN 083 & 084: LA IM CAB every 2M vs Daily Oral FTC/TDF for PrEP

• International, randomized, double-blind phase 2b/3 (083) and phase 3 (084) trials

• LA IM CAB met criteria for superiority vs daily oral FTC/TDF in both trials

Landovitz. NEJM. 2021 .  Landovitz. CROI 2022. Abstr 96.     Delany-Moretlwe. Lancet. 2022 

HPTN 083

• N = 4566 MSM and TGW 

• 12 incident infections on LA CAB 

• 4 with on-time injections

• Additional 3 identified after initial 
analysis (7 reported with on-time 
injections to date)

• Rare INSTI resistance

• HR for CAB vs FTC/TDF: 0.34 (95% CI: 0.18-
0.62)

HPTN 084

• N = 3224 cisgender women

• 4 incident infections on LA CAB

• 1 with on-time injections

• 1 later determined to be infected at 
baseline

• No INSTI resistance detected

• HR for CAB vs FTC/TDF: 0.12 (95% CI: 
0.05-0.31)



• Current experience with CAB-LA provision is largely limited to clinical trial settings
• Evidence is lacking about effective models for providing CAB-LA in real-world settings, esp for populations not included in

the trials, including sex workers, PWIDs and transgender men & others living in diverse settings and geographies
• Need for further studies to support additional safety data of CAB-LA in some populations

• interaction bet CAB-LA and gender-affirming hormone use among trans & gender diverse populations 
• use of alternative injection sites in those unable to receive IM gluteal injections e.g. buttock implants
• acceptability, feasibility, safety and training needs for individuals to self-administer injections
• Safety in pregnancy and breast feeding

• Differentiated service delivery models – patient centred services, needs and preferences of communities
• Optimal HIV testing strategies - NAAT vs HIV 3rd generation test
• Starting, stopping and switching bet PrEP options



Long-acting PrEP

ORAL

https://www.niaid.nih.gov/sites/default/files/hiv-prevention-infographic.pdf

Oral islatravir (MSD)

Nucleoside Reverse 
Transcriptase 
Translocation Inhibitor

1-monthly

Dapivirine intravaginal 
ring (IPM)

Non-nucleoside Reverse 
Transcriptase Inhibitor

1-monthly

Islatravir implant 
(MSD)

Nucleoside Reverse 
Transcriptase 
Translocation Inhibitor

1-yearly

Cabotegravir IM 
injection (ViiV)

Integrase Strand 
Transfer Inhibitor

2-monthly

Lenacapavir SC 
injection (Gilead)

Capsid Inhibitor

6-monthly

Broadly neutralizing 
antibody infusion

2-monthly



Implementation considerations of long-acting PrEP products



KP-led PrEP service:
Concerns with CAB-LA integration

De-medicalize.

Simplify.

Differentiate

Kimberly Green, et al. 2020.
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